
NLWJC - Kagan 

DPC - Box 002 - Folder 007 

AIDS - Vaccine 



,. 

I. PURPOSE 

THE WHITE HOUSE 

WASHINGTON 

November 30, 1998 

WORLD AIDS DAY EVENT 

DATE: 
LOCATION: 
BRIEFING TIME: 
EVENT: 
FROM: 

December I, 1998 
4500EOB 
12:00 pm - 12:25 pm 
12:30 pm - 1:15 pm 
Bruce Reed/Chris Jennings/Sandy Thurman 

To commemorate World AIDS Day by un'teiling new steps to address the growing 
number of children being orphaned by HIV / AIDS -- estimated to be as many as 40 million. 
by the year 2010. 

II. BACKGROUND 

You will be joined by Secretary of State Madeleine Albright and U. S. Agency for 
International Development (USAID) Administrator Brian Atwood to commemorate 
World AIDS Day by launching a series of new initiatives to address the growing crisis of 
children affected by AIDS. You will announce: (I) historic new increases of NIH funding 
dedicated to new research aimed at developing an effective AIDS vaccine and to new 
prevention strategies to help address the problem ofHIV/AIDS throughout the world; (2) 
new emergency funding from USAID to support international community-based AIDS 
orphan programs; and (3) a delegation to Sub-Saharan Afiica, led by your AIDS Policy 
Advisor, Sandra Thurman, to assess the growing problem of AIDS orphans and 
recommend new strategies for responding. 

In your remarks, you will announce the following: 

• USAlD projection that up to 40 million children will be orphaned by 
HIV/AIDS by the year 2010. (NOTE: this projection is of children who will lose 
one or both parents to AIDS) Over 90 percent of AIDS orphans live in developing 
countries that have too few resources to provide for their care and support. Over 
33 million people around the world now have HIV or AIDS, with another 5.8 
million becoming infected every year. As with so many epidemics, children and 
young people bear much of the terrible burden of AIDS. In the United States, as 
many as 80,000 children already have been orphaned by AIDS. 
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• Increase in funding by the N ationallnstitutes of Health on research to 
prevent and treat HIY around the world. NIH will undertake the largest single 
public investment in AIDS research in the world by supporting a comprehensive 
program of basic, clinical, and behavioral research on l-IIY infection and its related 
illnesses. This program will include: 

• 

$200 million for research on AIDS vaccines to prevent transmission 
around the world, which represents a 33 percent increase from last 
year's funding. The development of a safe and effective AIDS vaccine is 
critical to stemming the growing problem ofl-IIY/AIDS and AIDS orphans 
across the world. NIH will dedicate $200 million in vaccine research in 
FY 1999 -- a $47 million increase from FY 1998 and an 100 percent 
increase since FY 1995. This investment is critical to meeting your 
challenge to develop an effective AIDS vaccine. 

$164 million for other new research critical to addressing the 
HIY / AIDS epidemic across the world. NIH will invest $164 million in 
FY1999, a $38 million increase over last year, for critical projects to 
reduce the number of AIDS orphans by preventing and treating l-IIY / AlPS. 
internationally, including: a new prevention trials network to reduce adult 
and perinatal transmission ofl-IIY/AIDS; new strategies to prevent and 
treat l-IIY infection in children; funding to train more foreign scientists to 
collaborate on this epidemic; research on the prevention and treatment of 
the opportunistic infections, such as tuberculosis, that commonly kill 
people with l-IIY/AIDS; and research on topical microbicides and other 
female-controlled barrier methods of my prevention. 

• $10 million in emergency relieffunding at USAID to provide support for 
AIDS orphans. USAID will make available $10 million in emergency funding to 
support community-based efforts for orphans, including training and support for 
foster families, initiatives to keep children in school, vocational training, and 
nutritional enhancements. In addition, USAID will take steps to help prevent the 
spread of my from mothers to children and to improve medical care for children 
already infected with my. 

• AIDS Policy Advisor Sandra Thurman to lead fact-finding delegation to raise 
awareness and make recommendations to address growing problem of AIDS 
orphans. You will announce that you have asked Sandra Thurman, Director of 
the Office of National AIDS Policy, to lead a fact-finding delegation to southern 
Africa, where 90 percent of AIDS orphans reside. The delegation will include 
representatives from across the Clinton Administration, key Congressional offices, 
and the national media to raise awareness about this emerging problem and to 
develop recommendations for action. 



• New steps to address the continued need of those living with DIV/AIDS in 
the United States. While the problem of AIDS orphans is most acute 
internationally, you will also underscore that HIV/ AIDS affects families in this 
country as well. You will announce that the Vice President will unveil over $200 
million in funds for the Housing Opportunities for People With AIDS (HOPW A) 
program this year to assist communities around the country to prevent individuals 
affected by HIV / AIDS and their families from becoming homeless. The Vice 
President will announce these grants at a meeting with local community leaders 
who provide housing and other support services for people living with HIV/AIDS, 
as well as several individuals and families who have benefited from these services. 

This is also an opportunity to highlight the Administration's record of achievement on 
HIV/AIDS. In this year, you have: 

• Declared UIV/AIDS in racial and ethnic minority communities to be a severe 
and ongoing health care crisis and unveiled a new $156 million initiative to 
address this problem, including crisis response teams, enhanced prevention 
efforts, and assistance in accessing'state-of-the-art therapies all targeted toward 
ethnic and racial minorities in communities across the country. 

• Worked with Congress to secure historic increases in a wide range of 
effective UIV/AIDS programs. Increases this year alone include: a $262 million 
increase in the Ryan White CARE Act; a $1.79 billion increase in AIDS research 
funding at the NIH; a $32 million increase for HIV prevention programs at the 
CDC; and a $21 million increase in the Housing Opportunities for People With 
AIDS (HOPWA) program at HUD. 

m. PARTICIPANTS 

Briefing Participants: 
Secretary Albright 
Brian Atwood, Administrator USAID 
Bruce Reed 
Chris Jennings 
Sandy Thurman 
Richard Socarides 

Program Participants' 
YOU 
Secretary Madeleine Albright 
Administrator Brian Atwood 
Amy Slemmer, adopting mother and Washington Representative for Mother's Voices 

Against AIDS 

• Several adoptive families from the local area will be seated on stage. 

.. 



IV. PRESS PLAN 

Open Press. 

V. SEQUENCE OF EVENTS 

- YOU will be announced onto the stage accompanied by program participants. 
- Secretary Albright will make welcoming remarks and introduce Administrator Atwood. 
- Administrator Atwood will make remarks and will introduce Amy Slemmer. 
- Amy Slemmer will make remarks and introduce YOU. 
- YOU will make remarks, work a ropeline, and then depart. 

VI. REMARKS 

Provided by Speechwriting. 



PRESIDENT CLINTON COMMEMORATES WORLD AIDS DAY BY UNVEILING NEW STEPS 
TO ADDRESS THE GROWING CRISIS OF CHILDREN ORPHANED BY AIDS 

December I, 1998 

Today, President Clinton joined Secretary of State Madeleine Albright and U.S. Agency for International 
Development (USAID) Administrator Brian Atwood to commemorate World AIDS Day by launching a series of 
new initiatives to address the growing crisis of children orphaned by AIDS. The President unveiled historic new 
increases at the National Institutes of Health dedicated to fund new research aimed at developing an effective 
AIDS vaccine and new prevention strategies to help address the problem of HIV / AIDS throughout the world; 
announced new emergency funding from USAID to support international community-based AIDS orphan 
programs; and directed his AIDS policy advisor Sandra Thurman to lead a delegation to southern Africa to 
assess the growing problem of AIDS orphans and recommend new strategies for responding. The President: 

,/ Highlighted USAID projection that up to 40 million children will be orphaned by HIV/AIDS by 
the year 2010, over 90 percent of whom live in developing countries with few resources to provide for 
their care and support. Over 33 million people around the world now have HIV or AIDS, with another 
5.8 million becoming infected every year. As with so many epidemics, children and young people bear 
much of the terrible burden of AIDS. In the United States, as many as 80,000 children already have 
been orphaned by AIDS. 

,/ Announced 30 percent increase this year in funding by the National Institutes of Health on 
research to prevent and treat HIV around the world. The National Institutes of Health will 
undertake the largest single public investment in AIDS research in the world by supporting a 
comprehensive program of basic, clinical, and behavioral research on HIV infection and its related 
illnesses. This program will include: 

• $200 million for research on AIDS vaccines to prevent transmission around the world, which 
represents a 33 percent increase from last year's funding. The development of a safe and 
effective AIDS vaccine is critical to stemming the growing problem ofHIV/AIDS and AIDS 
orphans across the world. The President announced that NIH will dedicate $200 million in vaccine 
research in Fiscal Year (FY) 1999, a $47 million or 33 percent increase from FYI998 and an 100 
percent increase since FY1995. This investment is critical in meeting the President's challenge to 
develop an effective AIDS vaccine. 

• $164 million for other new research critical to addressing the HIV/AIDS epidemic across the 
world. The President also announced that the NIH will invest $164 million in FY1999, a $38 
million increase over last year, for critical projects to reduce the number of AIDS orphans by 
preventing and treating HIV / AIDS internationally, including: a new prevention trials network to 
reduce adult and perinatal transmission of HIV / AIDS; new strategies to prevent and treat HIV 
infection in children; funding to train more foreign scientists to collaborate on this epidemic; 
research on the prevention and treatment of the opportunistic infections, such as tuberculosis, that 
commonly kill people with HIV/AIDS; and research on topical microbicides and other female
controlled barrier methods of HIV prevention. 

Unveiled $10 million in emergency relief funding at USAID to provide support for AIDS orphans. 
USAID will make available $10 million in emergency funding to support community-based efforts for 
orphans, including training and support for foster families, initiatives to keep children in school, 
vocational training, and nutritional enhancements. In addition, USAID will take steps to help prevent 
the spread of HIV from mothers to children and to improve medical care for children already infected 
with HIV. 
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Directed AIDS Policy Advisor Sandra Thurman to lead fact-finding delegation to raise awareness 
and make recommendations to address growing problem of AIDS orphans. President Clinton 
asked Sandra Thurman, Director of the Office of National AIDS Policy, to lead a fact-finding delegation 
to southern Africa, where 90 percent of AIDS orphans reside. The delegation will include 
representatives from across the Clinton Administration, key Congressional offices, and the national 
media to raise awareness about this emerging problem and to develop recommendations for action. 

Unveiled new steps to address the continued need ofthose living with HIV/AIDS in the United 
States. While the problem of AIDS orphans is most acute internationally, the President underscored 
that HIV / AIDS affects families in this country as well. The President highlighted that today the Vice 
President will unveil over $200 million in funds for the Housing Opportunities for People With AIDS 
(HOPWA) program this year to assist communities around the country to prevent individuals affected 
by HIV/AIDS and their families from becoming homeless. The Vice President will announce these 
grants at a meeting with local community leaders who provide housing and other support services for 
people living with HIV/AIDS, as well as several individuals and families who have benefited from these 
servIces. 

,/ Built on a solid record of achievement in HIV/AIDS. Today's announcements build on a deep and 
ongoing commitment by the Clinton Administration to respond to the AIDS crisis both in the United 
States and across the world. The Administration has fought for other critical investments in HIV/AIDS. 
This year alone, the President: 

• Declared HIV / AIDS in racial and ethnic minority communities to be a severe and ongoing health 
care crisis and unveiled a new $156 million initiative to address this problem, including crisis 
response teams, enhanced prevention efforts, and assistance in accessing state-of-the·art therapies; 

• Worked with Congress to secure historic increases in a wide range of effective HIV/AIDS programs. 
Increases this year alone include: a $262 million increase in the Ryan White CARE Act; a $1.79 
billion increase in AIDS research funding at the NIH; a $32 million increase for HIV prevention 
programs at the CDC; and a $21 million increase in the Housing Opportunities for People With 
AIDS (HOPW A) program at HUD. 
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To: See the distribution list at the bottom of this message 
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Subject: AIDS vaccine 

This would put us ahead of the 10 year plan! 
---------------------- Forwarded by Richard SocarideslWHO/EOP on 11/08/98 02:23 PM ---------------------------
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To: Stuart D. Rosenstein, Richard Socarides 

cc: 
Subject: Ne8562: FLASH! Gallo: HIV vaccine in 4 years 

********************************************************************* 

* Reprint rights for this copyrighted news article must be obtained * 
* ---> by you <--- from the originating news organization. * 
********************************************************************* 

AIDS Researcher Hopes for Vaccine 

.c The Associated Press 

BANGKOK, Thailand (AP) -- American AIDS researcher Robert Gallo has said 
that recent work has raised his confidence that a vaccine can be developed 
against the deadly disease in four years. 

Speaking to Thai researchers Friday at Bangkok's Chulalongkorn University, 
Gallo, credited for co-discovering HIV, the virus that causes AIDS, said 
he was more confident of a vaccine than a year ago . 

• • Recent researches make me confident that we will have something in the 
form of a preventive vaccine, say, in the coming three or four years," 
Gallo was quoted by The Nation newspaper as saying. 

Gallo said recent laboratory studies show that a protein in the urine of 
women early in pregnancy can inhibit the replication of HIV virus in the 
test tube. 

Study on a vaccine is meanwhile under way on 80 volunteers in several 
European countries and Israel made by combining interferon, used in 
treating Hepatitis B and cancer, with TAT, an HIV-generated protein. 
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Trials are likely to begin in the United States after it receives approval 
by the U.S. Food and Drug Administration, possibly in February, Gallo was 
quoted by the Bangkok Post as saying. 

Clinical trials could begin in Thailand after that, he said. 

Gallo is a director of the Institute of Human Virology in Baltimore, 
Maryland. 

AP-NY-ll-07-980434EST 
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Bruce Reed, Assistant to the President for Domestic Policy ~ \~ \v... ~: ~ 
Chris Jennings, Deputy Assistant to the President for Health PoliCy Wk,,' vSl- ~ _ 
Sandra Thurman, National AIDS Policy Coordinator.l . \ J . CM (t-- ',~ ~ 'i(t r . II . 

MEMORANDUM FOR THE PRESIDENT 

. e> 0 ,YV\. I wol.vJ~ "tU'.1 

SUBJECT: AIDS Vaccine Initiative - Next Steps ~"'\ (.M.. ~e .~ .... 1'""",". . ,_ 
~\M.\,\/\.M - + v-> I • c:A,e<Ah1tS' 

This memorand\lm will summarize the broad response to the announcement of your """ ov"a-"'- \J l' IJIA. fs 
commitment to developing an AIDS vaccine, and layout a strategy to sustain momentum and vii ~ 
solidify support for this initiative. hc.c& ~ Et. • 

1'l,..cu.1Mll. c.rL'-. ~Vt .\ . 
Response to Announcement L~' ~ v-€IM'.M < 

el~ 
There has been broad-based and enthusiatic appreciation for your commitment to developing 
an AIDS vaccine. The Morgan State speech positively showcased your leadership and 
willingness to take on a critical research task with vital domestic and international 
implications. Prior to the announcement, we contacted major constituency groups and several 
industry leaders to ensure their support for this initiative. Attached are several comments that 
have been receiVed. 

AIDS GrOUIlS You have received a great response from the vast majority of national AIDS 
organizations. The AIDS Action Council, based in Washington and representing 1,400 
community-based organizations (CBOs) across the country, and the National Association of 
People with AIDS have both written strong letters of support. The San Francisco AIDS 
Foundation, one of the largest CBOs in the country, and the Center for AIDS Prevention 
Studies, the leader in the prevention arena, continue to provide good comments for the media. 
The CAEAR Coalition, representing the 49 major cities receiving Ryan White CARE Act 
funding, are praising this initiative. Additional verbal and written responses are equally 
positive. 

Some community groups and activists are expressing their concern around resource issues: a) 
will real resources be commi.tted to this effort, and b) will funding or personnel be redirected 
from current treatment and prevention activities? Unfortunately, the timing of the Morgan 
State speech coincided with the Administration not requesting additional funds for AIDS drug 
assistance programs, and not placing AIDS funds in the ·protected" category during the 
Budget discussions. 

Consequently, the AIDS community feels that it is getting a mixed message. In their view, the 
Administration is focusing its efforts and dollars on a new initiative for vaccine development 
while at the same time de-prioritizing AIDS funding and underfunding treatment. 



05/23/97 FRI 17:59 FAX 202 632 1096 AIDS POLICY 

DRAFT -- DRAFT -- DRAFT -- DRAFT -- DRAFT -- DRAFT -- DRAFT 

Page 2 - The President 

Foundations a!!ld Industry The Rockefeller Foundation has taken the lead in coordinating 
an international project known as the International AIDS Vaccine Initiative CIA VI). They 
strongly support Presidential leadership in this arena, and are anxious to participate in an 
international effort. UNAIDS, based in the World Health Organization in Geneva, has pledged 
to work with you to make this effort a success, and are delighted with your leadership. They 
are writing an op-ed piece to place in the Washington Post or NY Times. 

The American Foundation for AIDS Research (AmFAR) in New York has put its support 
behind the initiative, as has the Albert Sabin Vaccine Foundation. Industry leaders, including 
those from Merck Pharmaceuticals, have been positive in their comments, but are waiting to 
see how this dialogue will evolve in the proposed White House meeting. 

Next Steps 

National Jnstihrtes of Health CNlHl 'Proposal The NIH has put forward more specifics 
around their proposed role in vaccine development. NIH has begun development of a Vaccine 
Research Center (VRC) as a joint venture of the National Cancer Institute (NCI) and the 
National Institute of Allergy and Infectious Diseases (NIAID). The VRC will begin 
incorporating a core group of NIH scientists with e:q>ertise in immunology, virology and 
vaccine research already on-site at NIH. The primary focus of VRC will be to stimulate 
multidisciplinary research from basic science through to vaccine design and production. 

Initially the VRC will be a "laboratory without walls," while laboratory space is sought in the 
vicinity of the NIH campus to bring the scientists together. Later, as scientists are recruited 
from outside the NIH ranks, NIH will consider constructing new space on campus to house the 
VRC. The funding and support for the VRC will be jointly provided by NCI and NlAID. As 
you know, funds for AIDS research are allocated according to the plans developed by the 
Office of AIDS Research (OAR) with the NIH Institutes. The OAR has proposed $17 million 
in FY 1998 for the VRe, bringing the overall NIH support to AIDS vaccines to $150 million. 
A search committee will be named before the end of May to conduct a nationwide search for a 
scientist with specific expertise in vaccine development to serve as Director for the new VRC. 

Plans to Address Community Concerns To demonstrate that this is a serious proposal, we 
have set up several meetings to provide information to the community and walk through their 
concerns. On Wednesday, Sandy Thurman will have a news briefing in her office with Dr. 
Harold Varmus, Director of the NIH, Dr. Bill Paul of the Office of AIDS Research, and Dr. 
Tony Fauci of NIAID to provide more details about NIH's plan for a vaccine research center, 
A follow-up meeting with the community will take place after the news briefing. Sandy has 
already met with most of the national AIDS organizations individually this week. We are also 
setting up a meeting next week for the community with OMB to explain FY'97 and FY'98 

~003 
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budgetary issues and reaffirm the Administration's full and equal commitment to all of the 
AIDS programs -- prevention, research and care. 

To continue in a consistent and positive direction, we will identify opportunities to reaffirm the 
breadth of the Administration's commitment to HIV/AIDS. By early June, the expert panel 
sponsored by HHS and Kaiser Family Foundation to develop model clinical practices for care 
of adult HIV infection will be ready to publish their recommendations in the Federal Re~ister 
for public comment. This has been an anxiously awaited document, given the increasing 
complexity of HIV care with many new drug combinations and laboratory tests to monitor 
HIV disease. This is a clear demonstration of the Administration's commitment to translating 
research gains into improved care for all persons Jiving with HIV. A White House roll-out 
could be orchestrated with both health care providers and community groups. 

Many of the leading national AIDS organizations come together in Washington, DC on June 
23, 1997 to kick off the mv Testing Project -- an initiative to encourage people to voluntarily 
learn their mv status so they can benefit from effective new treatments. This would be 
another opportunity to announce the expert panel recommendations to visibly cement your 
support for the spectrum of AIDS prevention and care issues in addition to active research and 
vaccine development components. . 

SJlstAiDjD~ Momentum on vaccine Initiative The U.S. has proposed that the leaders of 
the eight major industrialired nations meeting at the Denver Summit in June agree to support a 
worldwide AIDS vaccine research initiative. The UNAIDS program and the International 
AIDS Vaccine Initiative (IA VI) are working with us to fashion a proposal acceptable to 
participating countries. Four countries have already contacted UNAIDS around what specifics 
could be developed. A few sateIlite meetings with the scientific and research communities 
could be put together in Denver to highlight this initiative. We are coordinating with Dan 
Tarullo of the NEC around the possibility of coordinating an announcement at the Summit. 

In the next few months, a White House meeting to bring together vaccine development 
experts, government scientists, community leaders, and representatives of biotech and vaccine 
manufacturing companies can be put together. This would create an opportunity for you to 
deliver brief remarks, and for the Vice President to engage biotechnology and pharmaceutical 
industry partners in AIDS drug and vaccines development efforts. 

We are working on a follow-up memo that will provide additional information, including plans 
relative to the June G8 Summit in Denver. 

141 004 
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._ lbe Honorable Bill Clinton 
President of the United States 
The White House 
1600 Pennsylvania Avenue, N.W. 
WashingtOn, D.C. 20515 

Dear Mr. President: 

On behalf of the 1,400 community-based organizations AIDS Action Council 
represents, I would like to take this opportunity to applaud your call this past Sunday, 
May 18, to 'make the development of an AIDS vaccine II. "new national goal for 
science." By likening your challenge to find an AIDS vaccine within the next decade to 
President John F. Kennedy's call to put an American on the moon, you have reminded 
the country, indeed, the world, that much remains to be done before this terrible 
epidemic is truly over. 

Mr. President, AIDS Action Council recognizes your leadership in the fight against this 
dread di5ease. Sixteen years into the AIDS epidemic, the AIDS community is enjoying 
the new l10pe that promising AIDS drug therapies represent. Thousands of people living 
with HTV and AIDS are benefiting from state-of-the-art care, which has contributed to 
an historic decline in AIDS deaths in the United States. History will record these two 
advancementS, as well as your AIDS vaccine announcement last Sunday, as a part of 
your legacy on AIDS. 

AIDS Action Council urges you to expand that legacy by continuing to make funding 
for AIDS research, can:, prevention, and housing a budgetary priority in fiscal yeaf 
1998 and beyond. Research to find more effective treatmentS, a vaccine, and a cure 
must continue to be a priority. AI! Americans living with HIY and AIDS must have 
access to the health care and the social services they need to stay alive and healthy. 
Every weapon at our disposal, including needle exchange programs, must be put to 
good use to curb the further spread of HIY. And no individual living with loUY disease 
should want for adequate, stable housing. AIDS Action Council is anxious to work with 
you to ensure that this era of hope - raised to a new level by your call to re-energize our 
nation's search for an AIDS vaccine - touches the life of every American living with, 
and affected by, HIVand AIDS. 

Best Regards, 

~Z~ 
Daniel Zingale ry 
Executive Director 

cc The Honorable Donna Shalala 
Sandra Thurman. Director, Office of National AIDS Policy 

19J005 
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1413 KSIruiJr, N. w., 

May21,19,97 

The Presid~nt 
The White House 
Washington, DC 20500 

Dear Mr. President: , 

I am writir"g on behalf of the National Association of People with AIDS 
(NAPWA). :to commend you on the announcement of a rational initiative to 
develop a ~rotective vaccine against the Human Immunodeficiency Virus (HIV) 
in the next ten years, NAPWA salutes your commitment to making this a 
serious national priority. 

As the national voice of people living with HIV. NAPWA represents the needs 
of countle~s thousands of Americans who face the day-to-day challenges of 
living with IitIV disease. We remain committed to working for a cure for AIDS. 
We have ~ever strayed from our responsibility, however, to promote and 
support eff~etive HIV prevention and education. For millions of people at-risk 
for HIV infection across the globe, the simple knowledge that the greatest 
nation on ~arth will lead the effort to develop a preventive vaccine is very 
powerful. ; 

We applaud your leadership and the leadership of Vice President Gore, In 
announcing this initiative, NAPWA strongly urges you to renew your 
commitment to maintaining and expanding HIVIAIDS Housing, Prevention, 
Research, Medicaid and Medicare and CARE Act services. 

Sincerely, , 

A.~&~ 
A.CcrneliL)s Baker 
Executive Director 

, 

1l'Whins- DC. 2(X)()5 

I'IJcM (202) 8!)3<)414 

r..or: (202) 89/U/43.S 
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Mr President. 

The ExecuUve Director 

Presid .. nl W,lhAm .I. Clintnn 
Til .. While Hnu~e 
Washington, D.C. 

/.ll M~y 1991 

Your exa-aordinary leadersbip ill sening the 8".1 f(lr rhe development of an AIDS vacc:ine in 
the next ten yellrS ml'rits .inure praise. For roo lone, the re~earch agenda has been turned on its 
head. with ninety percent ofresearch Iilnt1$ In "II >S gning towards cures and only ten percenllo 
vaccines. Importlllll as the new rlAvAlnpmenl( in therapy are ill reducing the suffering and 
prolonging lives of people living wirh HTV fA IDS in the few countries where treatmentls possible 
and aftOtdable. they Qre dnine nnthine to halt the relentless march oClhis disease in Atl:lca. Asia. 
Latin America and J::Astllm F.uml'e. 

For 11 vacc.ine 'n'"P' ",nueht to the partS oCthe world where the disease is having Its ~t~~! 
impact, the Coulltries of the indllmiali7.ed world and the developing worla will neee! to work closely 
ToeerhP.r. The In;nt I Initecl Nations Programme on HIVfAlDS (UNAIDS) bas e. Va.cclne Advi:;oI)' 
CClmmirt.ee. whic:h i~ chaired by Dr Barry Bloom of the Alben Einstein College ofMo:dicine: in 
New Y nrk'. and includes representatives from several indusnialized and developin)( eOLllluie;>. 

r lNA IDS and its Committee have as their mission (0 promote and facilitate the ~~iC1llinc. c:lhi<:«l, 
legal, and practical involvement of devclopin~ countries in vaccine research und lntUlj\. 

Mr Pre.~dent. we plcdge UNAIDS to work with you, Sctman' Shalula, th" NI1!iollal 
Institutes ofHeallh ane! other U.S. Institutions in the forefront ofthls crusade: 1It(".Dm1 AIDS. A 
"a.ccine which effectively addresses a virus which is devastating the world, mll:i! be: Ic~l~ WId 
prnven in the most affected countries in IICcordance with the highest S1iIIIdan1s or £cicllc" iWd ~ucs. 

Again, Me Presidellt. I should like 10 coniMulate you. for your buIll ~Lcp r<lcwar:d. By 
directing the scJemlflc community to leap beyond the tested burden ufbiology iIllhc 21st ""t\uy. 
you do much to eusure your own place in the bistol)' of our pllllleL. 

Please accept. Me President, the asSU!8!lce ormy high~L cuu:siUetatioll. 

~..."t--
POler PiUl 

14100; 
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The Sheridan Group 

May 19, 1997 

The Honorab Ie William Jefferson Clinton 
President 
The White House 
Washington. DC 20510 

Dear Mr. President: 

The Cities Advocating Emergency AIDS Relief (CAEAR) Coalition commends you 
, on the announcement of a ten year federal initiative to develop a vaccine for the 
Human Inununodeficiency Virus (Hiv). We salute your use of the Presidency to 
keep issues related to the worldwide AIDS pandemic at the forefront. 

The CAE,AR Coalition represents the: federal policy and appropriations interests of 
the 49 U.S. epicenters of the AIDS epidemic that receive funding through Title I of 
the Ryan White CARE Act. We are people living with HIV and AIDS. medical 
providers, support service providers. and health planners who are on the front lines 
of the U.S. AIDS epidemic. We acknowledge the importance ofa targeted initiative 
for vaccine development and recognize that a vaccine is critical to preventing new 
infections in youth and adults at risk for infection. We trust that the leadership of the 
United States in this initi ative will have a ripple effect in governments and 
communities around the world--encouraging them to increase their efforts to end this 
devastating pandemic. 

As consumers and providers of CARE services for peop Ie living with HIV, we ask 
that you continue to use the Presidency as a bully pulpit to keep the issues of people 
living with HIV in the hearts and minds of the American people. CARE programs 
will continue to need significant increases in support from the federal govemment as 
more people live longer with HlV disease. Medical care. housing. substance use 
treatment, mental health treatment, transportation, nutrition, and of course new 
Bnliretroviral drug therapies continue to be critical to the quality oflife and survival 
of people living with mv. Your ongoing support for increased funding for CARE 
programs is paramount to our success in filling these needs. 

ThBllk you for your leadership and the leadership of Vice President Gore. We 
encourage you to continue to clearly articulate your commitment to ending this 
epidemic while caring for those livi~g with HIV. Tile CAEAR Coalition looks 
forward to working with you to reali~e the goal of this laudable initiative. 

IaJ 008 
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MEMORANDUM 

June 2, 1997 

TO: Bruce, Elena 

FR: Chris and Sarah 

RE: POTUSInvestments in AIDS Prevention and Treatment 

CC: Nancy-Ann 

Attached is a one-pager that we are giving to the AIDS office to use to counter criticisms 
that we have received from some AIDS activists (although most have been supportive) and a few 
edit:Jrial writers that the President's commitment to developing an AIDS vaccille undermines 
investments in other areas of AIDS funding. As you will note, the President has consistently 
increased funding for most AIDS treatment and prevention programs and these commitments are 
in no way undermined by the President's call for the development of an AIDS vaccine in the next 
decade. 

We have also attached a list of quotes both from the scientific community and the AIDS 
community supporting the President's call to develop an AIDS vaccine. To highlight support for 
this initiative, we are also working with Eric to have UNAIDS submit an editorial to The 
Washington Post on the importance of developing a vaccine. 

In addition, we are currently working with the AIDS office on a memo to the President 
describing the status of all of the Administration's initiatives on AIDS, including the AIDS 
vaccine initiative, pediatric labeling, as well as the Gore Medicaid Demo (which, as you may 
know, was the subject of Robert Pear's Sunday New Yurk Times piece). HCFA is scheduled to • give their report to the Vice President early next week. From initial reports at HHS, it does not 
appear that this proposal will be able to be offered as a budget neutral Medicaid waiver as 
originall ro osed, as HCFA estimates that this proposal would definitel have costs associated 
with it. We are working Wit Nancy-Ann on this issue and plan to meet with the Vice 
P;:;;;'ident's staff later this week to discuss possible responses to the HCFA analysis. 

We hope you find this information helpful. We will keep you up to date as this moves 
forward. Please call with any questions or comments. 
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President Clinton's Challenge to Develop an AIDS Vaccine Does Not Undermine 
But Rather Builds on His Strong Record on AIDS Research, Treatment, and Prevention 

President Clinton's announcement to increase efforts to develop an AIDS vaccine in no way 
undermines his commitment to funding AIDS prevention and treatment. Developing a successful 
vaccine is the only way to stop this epidemic that is killing millions of people around the world 
each year. The President believes that we also must increase our commitment to investing in 
treatment for people with HIV I AIDS and improve our prevention efforts. Since he took office, 
funding for all AIDS investments has increased in research, treatment, and prevention each year. 
Since President Clinton took office, he has: 

• Increased Ryan White by 168 percent. The President's FY 1998 Budget proposes to 
spend $1 billion on Ryan White, an 168 percent increase over the FY 1993 Budget, to 
help our hardest hit cities, States, and local clinics provide medical and support services 
for people with AIDS. 

• Accelerated Federal Medicaid spending on HIV/AIDS, Federal Medicaid spending 
on AIDS/HIV treatment has increased 53 percent since FY 1993, spending $2 billion in 
FY 1997. At least 50 percent of people with AIDS and more than 90 percent of children 
with AIDS are covered by Medicaid, making Medicaid the largest single payor of direct 
medical services for people living with AIDS. Currently, approximately 100,000 
Medicaid beneficiaries are HIV positive. 

• Increased funding for State AIDS Drug Assistance Programs (ADAP), As soon as 
the Food and Drug Administration began approving Protease Inhibitors in early 1996, the 
Administration proposed two budget amendments -- $52 million in FY 1996 and $65 
million in FY 1997 -- to increase funding for ADAP which provides access to medicine 
for people with HIV who are not covered by Medicaid but do not have access to private 
health care coverage. The President's FY 1998 budget proposes $167 million for ADAP. 

• Ensured ·that Medicaid covers Protease Inhibitors. Under the President's leadership, 
the Health Care Financing Administration has advised all States that they are required to 
cover Protease Inhibitors and encouraged them to ensure that appropriate nutritional 
services are provided to persons living with HIV I AIDS. 

• Doubled funding for Housing for People with AIDS. Without stable housing a person 
living with HIV has diminished access to care and services. It is estimated that up to 50 
percent of people living with HIV and AIDS are or will be at risk of becoming homeless 
during the course of their illness. The President has proposed $200 million for HOPW A, 
more than 100 percent of what was spent in FY 1993. 

• Increased commitment to CDC prevention programs by 27 percent. The President's 
FY 1998 Budget proposes $634 million for CDC prevention efforts, a 27 percent increase 
over the FY 1993 Budget. CDC works with states and communities to provide the 
information and tools needed to design and implement effective local prevention 
programs. 
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QUOTES SUPPORTING THE PRESIDENT'S CHALLENGE FOR AMERICA TO 
DEVELOP AN AIDS VACCINE WITHIN TEN YEARS 

"AIDS Action Council is anxious to work with you to ensure that this era of hope--raised to a 
new level by your call to re-energize our nation's search for an AIDS vaccine--touches the life of 
every American living with, and affected by, HIV and AIDS. " 

-- AIDS Action Council 5120197 

"The International AIDS epidemic will only be overcome by the development of an effective HIV 
vaccine, and American science has a critical role to play in developing one. But this vaccine can 
be made only if the scientific community receives strong support from the federal government to 
overcome the very real obstacles that will exist for years to come. The President's intellectual 
endorsement of our efforts is very welcome. " 

-- David D. Ho, M.D. 

"For millions of people at-riskfor HIVinfection across the globe, the simple knowledge that the 
greatest nation on earth will lead the effort to develop a preventive vaccine is very powerfol. " 

-- National Association of People With AIDS 5121197 

"Your extraordinary leadership in setting the goal for the development of an AIDS vaccine in the 
next ten years merits sincere praise. Mr. President, we pledge UNAIDS to work with you ... in the 
forefront of this crusade against AIDS. " 

-- UNAIDS 5120/97 

"I am absolutely convinced that we will have a vaccine (for AIDS) that is safe and effective. " 
-- Dr. Anthony Fauci, National Institute of Health 5119197 

"If'S like polio in the iron lung days. People were overjoyed lu have the iron lungs, but that was 
no way to live if you had the opportunity to be protected. So protection is the right response. " 

-- David Baltimore, chairman of the NIH Vaccine Commission 5119/97 

"I like the idea of setting a goal. " 
-- Robert C. Gallo, co-discoverer of HIV 5119197 
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"We salute your use of the Presidency to keep issues related to the worldwide AIDS pandemic at 
the forefront ... We acknowledge the importance of a targeted initiative for vaccine development 
and recognize that a vaccine is critical to preventing new infections in youth and adults at risk 
for infection. " 

-- Cities Advocating Emergency AIDS Relief 5119197 

"The lA VI strongly supports your call for an urgent increased and time-bound effort to develop 
safe and effective HIVvaccines. We also applaud your plans to callfor the leaders of the G-7 
countries and Russia to join the US in a global effort to create a vaccine. " 

-- International AIDS Vaccine Initiative 5119197 

"There are still many unexplored or only partly explored avenues of research that could lead to 
an effective vaccine within a few years ... Our planned research institute will be eager to 
participate with the US government in its effort to speed up the development of an AIDS 
vaccine. 

-- Luc Montagnier, discoverer of the virus that causes AIDS and head of the 
Swiss-based World Foundation for AIDS Research 

.... ,.. 

"Mr. President, AMFAR strongly supports your goal to develop a successful vaccine for the 
prevention of HIV infection by the year 2007. We believe that this is a realistic goal ... AMFAR 
will provide grant support for selected promising research projects ... We hope to join with the 
federal government in further increasing our financial commitment until, like smallpox and 
polio, HIV infection is brought under full control throughout the world. " 

-- The American Foundation for AIDS Research (AMFAR) 
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Varmus Meeting With NIH Advisory Council to Discuss AIDS Vaccine Status 

1· "~I. ;",1 

• Today, Dr. V annus will meet with the NIH Advisory Council to discuss the status of the new,l. 
AIDS Vaccine initiative. He will particularly focus on the establishment of the NIH Vaccine 
Research Center (VRC) and the new funds dedicated to the new vaccine research effort. 

• The Vaccine Research Center, ajoint venture between the National Cancer Institute (NCI) and the 
National Institute of Allergy and Infectious Diseases (NIAID), will incorporate a core of NIH 
scientists with expertise in immunology, virology, and HIV vaccine research. 

• Physical, financial, and human resources for the VRC will be funded by NCr and NIAID. Funds 
for AIDS research will be allocated by the Office of AIDS Research, which has dedicated $10 
million for the VRC in FY 1998. (Tqe total proposed for the AIDS vaccine is $150 million, a 33 
percent increase in the last two years). 

• A special search committee will be named shortly to identify a director for the new center. It will 
be a scientist with expertise in vaccine development. 

• Dr. Vannus will announce where the building will be housed within the NIH campus. He will also 
announce his desire to construct a new building at NIH to house all of the scientists who are , 
coming together to focus on the vaccine. (However, this may require congressional approval a'nd 
he cannot make a firm commitment at this time). 

Background 
, , 

• More than 29 million men, women, and children around the world have been infected with HIV. 
More than 3 million of those infections have occurred in the last year, with 95 percent in the 
poorest parts of the world. AIDS is also the leading cause of death for people ages 29-45 in the 
United States. Even countries like the United States where new treatments have recently become 
available desperately need an AIDS vaccine, as these treatments can never reach and help all of the 
people suffering from this disease. 

Other Initiatives on the Vaccine 

• The VRC is only one aspect of the vaccine development challenge issued by the President at 
Morgan State. The President also announced that at the 0-7 summit in Denver in June, he will 
enlist other nations to join the U.S. in a worldwide effort to develop an AIDS vaccine. Dr. 
Varmus has already contacted his counterparts in these nations to elicit their support for this effort 
and the response has been very positive. There is also explicit language in the Communique which 
discusses the importance of this commitment. 

• NIH and other Administration officials are also working to meet the President's challenge to find 

\ 

ways to increase the pharmaceutical industry's investment in developing an AIDS vaccine. There 
have been discussions a possible meeting with industry officials and the President or Vice 
President that would potentially be followed by a series of meetings to address how to overcome 
obstacles to developing a vaccine. 

..-,," 'TA .... ~--- ':'TronnlT -:rTTUIl 1 .... ('r>nr.b7n7.0. on:' T 1~/cn/an 



-. 06/02/9,7 11: 27 '5'202 690 7560 HHS NAPO -. 

Joint United Nations Programme on HIV/AIDS 

MESSAGE 

FAX TRANSMISSION 

1612/97 

TO: I Eric Goosby 

FAX: 1202-690-7560 

FROM: [usa Jacobs 

PAGes: 14 (including caver sheet) 
jCi IIIdIbm' li5lliOOi 

9:56 AM 

tel.: (212) 880-5325 

Per the request of Sally Cowsl at UNAIOS, attached please find an op-ed by Dr. 
Peter Piot, for submission to the Washington Post. The essay applauds President 
Clinton's call for an AIDS vaccine within 10 years, and discusses strategies to 
achieve that goal. 

Please call me at 212-880-5325 when you receive this. If you have any questions 
or nead additional Information, YOU can contact me directly. 

Ioo181l1ng address: UNAIDS. TA-26c, i UnItod NaUona Plaza. N ... Yolk, NY 10017 
V1slta~Q ""d1au; &a3 ThIId "'0_. AooITl2f.2e. Ne .. To/\(, NY 10011 

Tal.phone: (212) 82"1543 Fa.: (~) ~3 
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JQiht United Nations Programme on H1V/AIDS 

COMMITMENT IS THE FIRST, CRUCIAL STEP TOWARD AN AIDS VACCINE 
by Peter Plot M.D., Ph.D. 
Executive Director, Joint United Nations Programme on HIV/AIDS (UNAIOS) 

During a recent visit to a health clinic In a city in Sub-Saharan ~frica, I was 
approached by a young woman with two small children. She told me she had 
been Infected with HIV by her late husband. and though her children were not 
Infected. she worried about their future. . 

"What is happening with the AIDS vaccine"" she asked me. Unfortunately. there 
wasn't much to report. The woman frowned. "Don't come back with more of 
your speeches,· she said, grabbing the hands of her children. "Come back when 
you have a vaccine. U 

For most people in the Industrialized world. it is difficult to grasp the 
. overwhelming Impact of AIDS felt by many developing countries. Thera are 
African cities where one in three young adults are infected with HIV, and 
hospitals where 70% of their beds are occupied by patients with AIDS. India 
today.has more people with HIV Infection than any country In the world. and 
most of those infections occurred in just the past two years. The epidemic 
extends far beyond those infected; Uganda, with a population of just over 20 
million, already has 1.2 million AIDS orphans. Last year, more than 1.5 million 
people died of AIDS in the world, and the death rate continues to accelerate. 

AIDS has been an unprecendented reversal of human health progress. This 
disease has not only drained health services In these countries. the loss of so 
many young adults •• the backbone of the workforce - is further obstructing 
Africa's struggle toward economic development. And AIDS is sure to threaten 
the developing economies of Asia and Latin America. where the epidemic looks 
as if it will follow the same rapid path it has taken in Africa. Unless we find a 
vaCCine. 

President Clinton's public call for an AIDS vaccine within ten years is a hopeful 
message for people around the world - in both industrialized and developing 
countries. A$ a leader In medical research, the U.S. stands poised to lead the 
way toward an AIDS vaccine. The recent advances in anti·HIV treatment AIDS 

Malll", /KIdrc.s: UN.lID3, T .... 28I:. 3 United N.~",,& Plara. Ne .. 'Jbr1l, NY 10017 
vl.~~s add, ... , 633 '!hire! Altenue. Room 2~26. New Volk, NT 10011 

TuJepIlOfl.: (~) S240GG43 Fat: (2121 844-6493 
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AIDS Vaccine I Page 2 

demonstrates the power of science and politfcal will. An organized community 
exerted pressure on decision makers to find drugs that would help those 
afflicted. The same has not happened for vaccine research. 

Furthermore, the pharmaceutical industry invested billions In AIDS drug 
development, recognizing their economic potential. The prospect for profits from 
AIDS vaccine research Is not as clear. Governments should therefore develop 
financlallncentivss far private Industry to ensure that AIDS vaccine research can 

be an economically viable undertaking. In addition, measures are needed to· 
remove potential legal and regulatory obstacles that discourage companies from 
engaging in vaccine research. 

Aside from the political and economic hurdles, there are many SCientific 
uncertainties. HIV is perhaps the most ounning viruG we have ever encountered; 
it remains to be seen whether our immune systems could ever be equipped to 
evade infection. The difficulties in conducting large-scale HIV vaccine trials 
cannot be overstated. The search will only be productive through a combination 
of leadership and scientific capacity. 

While more basic SCientific research should be conducted to better understand 
the fight between HIV and our immune system, more money needs to be 
allocated to directed, applied vaccine development. With B,500 people 
becoming infected every day, we cannot sit passively and walt for the good idea:a 
to come; we need to seize promising candidates and enlist research institutions 
to proceed with human trials in both developed and developing countries. We 
must test different types of vaccines at the same time, not one after the other. 
Perhaps the first vaccines will not be very effective. but we will learn from these 
trials to Improve the next generation of vaccines. 

Look to the past Most vaccines available today were developed through a 
combination of basic SCientific knowledge and thoughtful experimentation. And 
the fact that we have been able to control HIV in the body at a/lis a monumental 
victory. 

141004 
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AIDS Vaccine / Pase 3 

UNAIDS recognizes the Importance of President Clinton's declaration and 
pledges to wo/i( with him on this dlmeulI challenge. A:a a consortium of six UN 
agencies, UNAlDS is uniquely placed to assure that Ihe vaccine effort Is global, 
and includes participation of developing countries. 

We are already developing partnel'$hips between the research community and 
the public and private sectors 10 encourage vaccine development, and are AIDS 

preparing to assist developing countries In conducting human vaccine trials with 
the highest scientific and ethical standards. And when an effective vaccine is 
discovered, UNAIDS will work by creating private/public partnerships to make it 
available in the countries around the world where today there is no hope. 

It Is tragic that combination drug therapy is not available to many people with 
HIVIAIDS In the U.S. and in Europe, much less In developing countries. And for 
people fortunate enough to have access to the drugs, the demanding regimen Is 
far from ideal. New, better, more accessible treatments are needed. But anti-

HIV drugs will never eradicate HIV from the the planet. A vaccine is our best 
possible hope. . 

I have a vision: A vibrant manufacturing sector in downtown Kampala, Uganda 
returns to its traditional activity of making furniture, after more than a decade of 
only making coffins. 

I4J 005 
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Record Type: Record 

To: Christopher C. Jennings/OPD/EOP. Sandra Thurman/OPD/EOP 

cc: Elena Kagan/OPD/EOP, Elizabeth Drye/OPD/EOP 
Subject: Denver Summit Communique re: AIDS Vaccine 

Elizabeth Drye suggested that you should be seeing proposed Denver Summit Communique 
language reo the AIDS Vaccine. I am forwarding the relevant paragraphs from the current draft on 
AIDS, as well as those on infectious disease and on children's environmental health issues. 
Language in brackets, for the most part, includes reference to the country proposing the revision. 

Regarding process, I have been coordinating primarily with HHS on AIDS, OSTP on infectious 
diseases, and EPA on children's health. Our office will be receiving comments from various Summit 
countries on the current draft today and tomorrow, and will be turning around a revised draft over 
the week-end. Materials for the President's briefing book are due to us from various agencies on 
Monday. 

Please let me know if you would like to be included on Denver Summit distribution list(s); ideally, 
however, you should already be providing policy guidance through the inter-agency clearance 
process. 

Children's Environmental Health 

Protecting the health of our children is a shared fundamental value. Children 
throughout the world face significant threats to their health from an array of 
environmental hazards, and we recognize particular vulnerabilities of children to 
environmental threats!. including impacts of global climate change]. Together, our 
governments will explicitly incorporate children into work to improve science and 
risk assessments, strengthen information exchange, and provide for 
microbiologically safe drinking water. 

Infectious Diseases 

Infectious diseases, such as drug-resistant tuberculosis, malaria, and HIV/AIDS IF: 
are responsible for a third of all deaths from disease in the world). pose significant 
challenges to the health, security, and financial resources of the global community. 
In many parts of the world, infectious diseases and deaths from infectious disease 
have risen sharply in the last decade for a variety of reasons, including the 
emergence of drug-resistant microbes and the increased movement of people and 
products. In the coming year, our governments will promote more effective 
coordination of international responses to outbreaks; promote development of a 
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global surveillance network, [UK: building on existing regional surveillance systems]; 
strengthen research; and help to build medical and institutional capacity to prevent, 
detect and control infectious diseases globally. [F alternative: In the coming year, 
our governments will enhance scientific research in view of better control of 
infectious diseases; promote the coordination of existing efforts to develop a global 
surveillance network; improve the international response to outbreaks; and help to 
build medical and institutional capacities, including availability of international 
standard products to prevent, detect and control infectious diseases globally.] 
Central to this work will be strengthening and linking existing activities in and 
among each of our countries, and in other fora, especially the World Health 
Organization (WHO). 

[EC: While insisting on prevention and promoting new treatment of AIDS for the 
benefit of the greatest number, developing ... ] Developing a safe and effective 
vaccine against AIDS holds the best chance of limiting, and eventually eliminating, 
the threat of this disease. This remains an urgent global public health imperative. 
We will [work to] provide the investments necessary to accelerate AIDS vaccine 
research, and together will enhance international scientific cooperation and 
collaboration. Cooperation among scientists, governments in the developed and 
developing world, and international agencies will be critical. We call on other states 
to join us in this endeavor. 

The Joint United Nations Program on HIV/AIDS (UNAIDS) must help expand the 
scale and quality of the response to HIV/AIDS. As a group and with others, we will 
work to assure that it has resources adequate to fulfill its mandate. 



AIDS Vaccine Using Nasal Spray Shows Promise 
Inoculated Chimps Resist Infection a Thar Later, but Costs May Stall Additional Testing 

By Rick Weiss 
Washington Post Staff Writer 

Chimpanzees inoculated with an 
experimental AIDS vaccine have suc
cessfullyfought off repeated expo
sures to the AIDS virus up to a year 
after they were vaccinated, a re
search team reported yesterday. 

The novel vaccine, which consists 
of a serieS of nasal sprays followed 
weeks later by a booster shot in the 
arm, is the latest addition to' a small 
but growing, arsenal of experimental 
AIDS vaccines showing earlY signs of 
promise .after many years of mostly 
disappointing results. ' 

Scientists cautioned that other vac
cines, have looked similarly effective 
in chimpanzees, only to fail in human 
clinical trials. But researchers said 
they were' encouraged by the' 
strength of the immune response 
triggered by this vaccine, and espe
cially impressed with its ability to 
confer protection so long after vacci
nation. 

10 previous tests of AIDS vaccines, 
chimps or m9nkeys have been ex
posed to the AIDS virus, HIV, soon 
after they were vaccinated-an unre
alistic scenario. The new vaccine 
worked even when chimps were chal
lenged with a big HIV dose'50 weeks 
after they' were vaccinated-longer ' 
than bas worked in any other study. 

Unfortunately, several researchers : 
said, =-7'3jIle!@develop , 
the J: wyetn-Ayerst Research 
of Tar ,Penn. has, like other 

vaccine developers. been ~stioning an adenovirus-a kind of virus that 
the cost-effectiveness of ushering its can cause colds in people-that was 
vaccme through the ex enslve and genetically engineered to contain an 
time-consumm extra gene called gp160, normally 
trials an regulatory approval. Key found only in HIV. When sprayed into 
Wyeth sClenitsts who spearheaded the nasal passages of chimps, the 
the work have been removed from modified virus settled into the ani
the project, leaving its future uncer- mals' upper respiratory tracts and in-
tain. testines. 

Given the latest chimpanzee re- During the next week or so, the vi-
suits and President Clinton's recent ruses multiplied in the chimps' mu-

. call for a renewed national commit- cous membranes, and spewed out 
ment to developing an AIDS vaccine gp160 proteins. As predicted, the 
within the next decade, h6wever,~- chimps' immune systems responded 
entistssaid they hoped the company, to the HIV proteins by making anti
would reconsider liriancIDg the neces- bodies and white blood cells pro
sary work that coUld lead to early grammed to attack HIV. 
safety tests in human volunteers. The researchers boosted that pro-

"There is no doubt that a good per- tective immune response by giving 
cent of the pharmaceutical industry, the chimps a shot in the arm contain-
for reasons that are in part under- ing laboratory-made versions of a dif
standable and obvious, have become ferent HIV protein, gp120. More 
in recent years less interested in fi- tPan 11 mQt¢hs later, they subjected 
nancing development of an AIDS vac~ the chlIDps to intravenous infusions of 
cine." said Robert C. Gallo of the 10- HIV .. , 
stitute of Human Virology in Robert-Guroff and her colleagues 
Baltimore, who co-discovered HIV reported in the June issue of Nature 
and was involved in the latest cbim- Medicine, released yesterday, that 
panzee studies. '1t's possible, and we unvaccinated chimps became infected 
hope it's true, that these and other with the deadly virus within a month, 
recent promising findings will renew but vaccinated chimps remained 
their interest." "healthy and apparently uninfected un-

Representatives for Wyeth-Ayerst, til the study ended"a1niost a year lat-
did'not return, phone calls.this week-, er. ,', 
end: But' study. leader Marjorie Rob- ' Adenovirus-based vaccines" have a 
ert-Guroff. of the Nationa1 Cancer'lo-, potential advantage over other kinds 
stitute, said the possibility of working of AIDS vaccines because adenovirus
toward'a small safety;tria1,iti people ,es\;anstimuiateapotent,immUl\esys
'was "under discussion."', ';~, .. , " tern response in mucous membranes, 

'The new vaccine 'was made ftom ' , including'the, urinaiy tract, and vagi-

nal and rectal tissues. "We'd like to in
duce mucosal immunity," Robert-Gur
off said, "because worldwide, trans
mission of HIV is predominantly, 
across mucosal barriers· through in-, 
tercourse, rather than by intravenous, 
infection. 

The new report does not specifical-, 
Iy reveal whether mucosal antibodies 
were generated in the chimps, but the 
U.S. military has given soldiers oral', 
adenovirus vaccines for years to pro
tect against upper respiratory tract. 
infections, generating mucosal immu-'", 
nity and very few complications. , I 

Nonetheless, researchers warned, ':! 
any AIDS vaccine made from a live vi-" , 
rus that is capable of causing disease : 
in people, as adenoviruses can, 'will , 
have to be tested carefully for safety. " 
Several said they hoped that will hap- , 
pen soon. , 

"Eight thousand people a day and 3 .,' 
million a year are being infected with 
HIV despite all the education and' , 
counseling, so most experts believe '1' 
thatto get control worldwide we are, 
going to need a safe, affordableand"i 
effective vaccine," said Mark Mulli-, ," 
gao, director of the HIV vaccine eval-,;'; 
uation unit at the University of A1a-", 
bama at Birmingham. '~'1' "This vaccine is an encouraging" 
step in the psthway to getting. there," 1 

Mulligao said. "My feeling is that ad-,~:I 
eno-vaccines should be given seriou~, 
review for advancing .into small,:,/, 
Phase 1 human ,trials where their, 
safety and human immune response) 
can be evaluated." 
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Unwelfare Reform? 
By Mike Causey rank-and-file employees are 

w_PootSuJlW_ moreupfront. Tbis is what some 
readers have to say on the 

Federal officials are subject: 
confident that the • "I've been reading about the 
government can absorb welfare-to-work proliram, and 

10,000 new workers from the I'm_curious about a couple of 
welfare rolls without disrupting things In Ma I 
regular personnel operations and . your y 14 co umn 
office routines or harming the you say that government 
quality of government work. . agencies have been told by the 
Even members of Congress who White House to hire 10,000 

• often are skeptical of social people off the welfare rolls •••• 
. eI)gineering programs, especially What nobody says is what, if 
.. in government, express little anything, the government plans 

'Concern that this effort will do . to do about people, like me, who 
. harm were laid off last year because of 

an~ut so~e rank-and-file federal downsizing. . 
workers, not to mention ex-feds " ..•• Are our leaders now 
who were downsized into the advocating a program of welfare 
unemployment ranks, are less rotation? ,That is, first you have a 
tIian happy about the White federal job. Then yoaJletlaid off 
House's welfare-to-work because of downsizini. Then you 
program. go on the welfare'rolls.Then you 

:The program will hardly be get hired for a federa!job. Is that 
nQticeable in most federal the way this is supposed to 
agencies. The Census Bureau 'work? I'm curious." 
will take the largest number of Cassandra Hall 
the wellare-to-work hires (about • "Has anybody else noticed that 
40 percent of the total hires), the welfare-to-work program, at 
with the Defense Department least as it applies to the federal 
hiring most of the rest. government, doesn't make much 

Most of the new hires will go sense? The last time I checked 
into temporary jobs outside the there were about 6,000 former 
reguiar civil service system. federal civil servants dniwing 
They will do basic office work state unemployment benefits. 
and will be paid at Grade 1, or President Clinton says that U.S. 
about $13,500 a year. Agencies government agencies are to hire 
also expect that they will have to 10,000 people, who are welfare 
provide low- or no-cost day care recipients. Does that mean the 
and transit subsidies. 6,000 who were fired who are 
.Car~ officials in severa! still drawing unemployment will 

~genC1es say they have been . be taken off unemployment and 
mstructc;d t? be upbeat about the '. put into fedeial jobs paying 
plan, whi01S s~pposed to. • '$13,000 to $15,000 a year?! 
prompt pnvate mdustry to hire originally planned to ask you for 
many thousands more from the the nam of the wh ' , 
welfare rolls. The idea is to get e . person 0 IS m 
some people off welfare and pay charge of t.h!s pro~. B.ut after 
them while they pick up basic careful CODSId~tion, I will not 

:"l!ffice skills and develop work pose the question .~use 
h3bits that could lead to full-time ObVIously nobody IS m charge of 
jobs in private industry. It is yet this ~by', Eo~ p~ofi?b 
to be determined how many ~~, JUSt Idt;ntify me with 
welfare recipients-if any--':will the IDltials: B.S . 
. be hired by oflicials who • "Is it now a requirement for 
d~oped the program. federal emp~rment that the 

Some personnel officials say person recemng a federal 
they are concerned that the appointment must be someone 
welfare hires will require who had a federal government 
eXcessive supervision and job, lost it because of a 
mentoring. reduction-in-force and was 

'But although bosses are forced to go on welfare [and) 
reIuctant to go public on the then qualified for a federal job?" 
practical implications of the Frosty Williams 
we1l;,U"e-to-work pro~"3lIl, some Mtmday.]uiij2.1997 
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MEMORANDUM FOR TIlE PRESIDENT 

FROM: Bruce Reed, Assistant to the President for Domestic Policy 
Chris Jennings, Deputy Assistant to the President for Health Policy 
Sandra Thurman, National AIDS Policy Coordinator 

SUBJECT: AIDS Vaccine Initiative - Next Steps 

- .... 

This memorandum will summarize the broad response to the announcement of your 
commitment to developing an AIDS vaccine, and layout a strategy to sustain momentum and 
solidify support for this initiative. 

Response to Announcement 

There has been broad-based and enthusiatic appreciation for your commitment to developing 
an AIDS vaccine. The Morgan State speech positively showcased your leadership and 
willingness to take on a critical research task with vital domestic and international 
implications. Prior to the announcement, we contacted major constituency groups and several 
industry leaders to ensure their support fOf this initiative. Attached are several comments that 
have been received. 

AIDS Grpull5 You have received a great response from the vast majority of national AIDS 
organizations. The AIDS Action Council, based in Washington and representing 1,400 
community-based organizations (CBOs) across the country, and the National Association of 
People with AIDS have both written strong letters of support. The San Francisco AIDS 
Foundation, one of the largest CBOs in the country, and the Center for AIDS Prevention 
Studies, the leader in the prevention arena, continue to provide good comments for the media. 
The CAEAR Coalition, representing the 49 major cities receiving Ryan White CARE Act 
funding. are praising this initiative. Additional verbal and written responses are equally 
positive. 

Some community groups and activists are expressing their concern around resource issues: a) 
will real resources be commi.tted to this effort, and b) will funding or personnel be redirected 
from current treatment and prevention activities? Unfortunately, the timing of the Morgan 
State speech coincided with the Administration not requesting additional funds for AIDS drug 
assistance programs, and not placing AIDS funds in the 'protected" category during the 
Budget discussions. 

Consequently, the AIDS community feels that it is getting a mixed message. In their view, the 
Administration is focusing its efforts and dollars on a new initiative for vaccine development 
while at the same time de-prioritizing AIDS funding and underfunding treatment. 
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Foundations and Industry The Rockefeller Foundation has taken the lead in coordinating 
an international project known as the International AIDS Vaccine Initiative (IA VI). They 
strongly support Presidential leadership in this arena, and are anxious to participate in an 
international effort. UNAIDS, based in the World Health Organization in Geneva, has pledged 
to work with you to make this effort a success, and are delighted with your leadership. They 
are writing an op-ed piece to place in the Washington Post or NY Times. 

The American Foundation for AIDS Research (AmFAR) in New York has put its support 
behind the initiative, as has the Albert Sabin Vaccine Foundation. Industry leaders, including 
those from Merck Pharmaceuticals, have been positive in their comments, but are waiting to 
see how this dialogue will evolve in the proposed White House meeting. 

Next Steps 

National Institutes o( Health IN1Hl Prnposal The NIH has put forward more specifics 
around their proposed role in vaccine development. NIH has begun development of a Vaccine 
Research Center (VRC) as a joint venrure of the National Cancer Institute (NCI) and the 
National Institute of Allergy and Infectious Diseases (NlAID). The VRC will begin 
incorporating a core group of NIH scientists with expertise in immunology, virology and 
vaccine research already on-site at NIH. The primary focus of VRC will be to stimulate 
multidisciplinary research from basic science through to vaccine design and production. 

Initially the VRC will be a "laboratory without walls," while laboratory space is sought in the 
vicinity of the NIH campus to bring the scientists together. Later, as scientists are recruited 
from outside the NIH ranlG, NIH will consider constructing new space on campus to house the 
VRC. The funding and support (or the VRC will be jointly provided by NCI and NIAID. As 
you know, funds for AIDS research are allocated according to the plans developed by the 
Office of AIDS Research (OAR) with the NIH Institutes. The OAR has proposed $17 million 
in FY 1998 for the VRC, bringing the overall NIH support to AIDS vaccines to $150 million. 
A search committee will be named before the end of May to conduct a nationwide search for a 
scientist with specific expertise in vaccine development to serve as Director for the new VRC. 

Plans to Address Community Concerns To demonstrate that this is a serious proposal, we 
have set up several meetings to provide information to the community and walk through their 
concerns. On Wednesday, Sandy Thurman will have a news briefing in her office with Dr. 
Harold Varmus, Director of the NIH, Dr. Bill Paul of the Office of AIDS Research, and Dr. 
Tony Fauci of NIAID to provide more details about NIH's plan for a vaccine research center. 
A follow-up meeting with the community will take place after the news briefing. Sandy has 
already met with most of the national AIDS organizations individually this week. We are also 
setting up a meeting next week for the community with OMB to explain FY'97 and FY'98 

~003 
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budgetary issues and reaffttm the Administration's full and equal commitment to all of the 
AIDS programs -- prevention, researCh and care. 

To continue in a consistent and positive direction, we will identify opportunities to reaffirm the 
breadth of the Administration's commitment to IllV/AIDS. By early June, the expert panel 
sponsored by DRS and Kaiser Family Foundation to develop model clinical practices for care 
of adult HIV infection will be ready to publish their recommendations in the Federnl Re~ister 
for public comment. This has been an anxiously awaited document, given the increasing 
complexity of IllV care with many new drug combinations and laboratory tests to monitor 
HIV disease. This is a clear demonstration of the Administration's commitment to translating 
research gains into improved care for all persons living with HIV. A White House roll-out 
could be orchestrated with both health care providers and community groups, 

Many of the leading national AIDS organizations come together in Washington, DC on June 
23, 1997 to kick off the mv Testing Project -- an initiative to encourage people to voluntarily 
learn their HIV status so they can benefit from effective new treatme~ts. This would be 
another opportunity to announce the expert panel recommendations to visibly cement your 
support for the spectrum of AIDSpreyention and care issues in addition to active research and 
vaccine development components; 

Snstainip& Momephlm on vaccine Initiatjye The U.S. has proposed that the leaders of 
the eight major industrialized nations meeting at the Denver Summit in June agree to support a 
worldwide AIDS vaccine research initiative. The UNAIDS program and the International 
AIDS Vaccine Initiative (IA VI) are working. with us to fashion a proposal acceptable to 
participating countries. Four countries have already contacted UNAIDS around what specifics 
could be developed. A few satellite meetings with the scientific and research communities 
could be put together in Denver to highlight this initiativ.e. We are coordinating with Dan 
Tarullo of the NEe around the possibility of coordinatinK an announcement at the Summjt. 

In the next few months, a White House meeting to bring together vaccine development 
experts, government scientists, community leaders, and representatives of biotech and vaccine 
manufacturing companies can be put together. This would create an opportunity for you to 
deliver brief remarks, and for the Vice President to engage biotechnology and pharmaceutical 
industry partners in AIDS drug and vaccines development efforts. 

We are working on a follow-up memo that will provide additional information, including plans 
relative to the June G8 Summit in Denver. 

I4J 004 
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Mlly 20, 1997 

'_ "(he Honorable Bill Clinton 
President of the United States 
The White House 
1600 Pennsylvania Avenue, N.W. 
Washington, D.C. 20515 

Dear Mr. President: 

. '.'" 

On behalf of the 1,400 community-based organiz.a.tions AIDS Action Council 
represents, 1 would like to take this opportunity to applaud your call this past Sunday, 
Mlly 18, to' make the development of an AIDS vaccine a "new national goal for 
science," By liJcening your challenge to find an AIDS vaccine within the nelCt d~adc to 
President John 'F. Kennedy's call to put an Ameriean on the moon, you have reminded 
the country, indeed, the world, that much ~ains to be done before this terrible 
epidemic is truly over. 

Mr. President, AIDS Action Council recognizes your leadership in the fight against this 
dread di~ease. Sixteen years into the AIDS epidemic. the AIDS community is enjoying 
the new bope that promising AIDS drug therapies represent. Thousands of people living 
with HlV and AIDS are benefiting from state-of-the-art care, which has contributed to 
an historic decline in AIDS deaths in the United States. History wi 11 record these two 
advancements. as well as your AIDS vaccine announcement last Sunday, as a part of 
your legacy on AIDS. 

AIDS Action Council urges you to expand that legacy by continuing to malee funding 
for AIDS research, care, prevention. and housing a budgetary priority in fiscal year 
1998 and beyond. Research to find more effective treatments, a vaccine. and a cure 
must continue to be a priority. All Americans living with HIV and AIDS must have 
access to the health care and the social services they need to stay alive and healthy. 
Every weapon at our disposal, including needle exchange programs, must be put to 
good use to curb the fUl1her spread of HIV. And no individual living with HIV disease 
should want for adequate, stable housing. AIDS Action Council is anxious to work with 
you to ensure that this era of hope - raised to a new le"el by your call to re-energize our 
nation's search for an AIDS vaccine - touches the life of every American living with, 
and affected by, HlV and AIDS. 

Best Regards, 

72:::!Z"7~ 
Executive Director 

cc The Honorable Donna Shalala 
Sandra Thurman. Director. Office of National AIDS Policy 

I4J 005 
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NAPWA 

NATIONAL 
ASSOCIATION 
OF PEOPLE 

WITH AIDS 

May21.19.97 

The Presid~nt 
The White House 
Washingto~, DC 20500 

Dear Mr. President: , 

I am writirng on behalf of the National Association of People with AIDS 
(NAPWA). :to commend you on the announcement of a rational initiative to 
develop a p,rotectlve vaccine against the Human Immunodeficiency Virus (HIV) 
in the next ten years. NAPWA salutes your commitment to making this a 
serious national priority. 

As the nati9nal voice of people living with HIV. NAPWA represents the needs 
of countle~s thousands of Americans who face the day-to-day challenges of 
living with IitIV disease. We remain committed to working f~r a cure for AIDS. 
We have ~ever strayed from our responsibility, however. to promote and 
support eff~etive HIV prevention and education. For millions of people at-risk 
for HIV inf~ction across the globe. the simple knowledge that the greatest 
nation on j!arth will lead the effort to develop a preventive vaccine is very 
powerful. ; 

We applaud your leadership and the leadership of Vice President Gore. In 
announcing this initiative, NAPWA strongly urges you to renew your 
commitment to maintaining and expanding HIVtAIDS Housing. Prevention. 
Research. Medicaid and Medicare and CARE Act services. 

Sincerely. , 

A. ~& ~~-' , 

A. Corneli4s Baker 
Executive Director 

1413 /( sr.-. No w:, 
~"B"'" p.C. 2aJ(J5 

I'I»nIt (202) ~14 

FA)(, (20.2) 8YII.Q43.s 
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Mr President, 

AIDS POLICY 

The Executivt:! Diro!Ctor 

Presid~nr WIII1~m.l. Clinton 
Thp. WhITt. Hnuse 
Washill8ton; D.C. 

Your extraordinazy leadership In selling The 11".1 fOTlhe development of I!Il AIDS va~c:inc in 
the next tell years merits sin.eere praise. For 100 lone. The fe~earch agellda has been turned on Its 
head, with ninety perCenI of research ti1l\tI~ In Po II)~ gning towards cures I!Ild only ten percent (0 

vaccines. Importl\llt as the new tleveln[llT1enl~ in therapy are in reducing the suffering and 
pralollginSlives of people living wilh HTV/AmS in the few countries where treatment is possible 
IUId afiorciable. they are dnine nnthine to halt the relendess march of this disease in Aftlca. Asia. 
Latin America and J:::A5fl'lm F.lIml'e. 

For a vaec,ine T,,·hp. htnueht to the parts of the world where the disease is having Its erene~l 
impact, the countries of the intl\l~a1i7.ed world and the developing world will need to work closely 
TCleerhP.r. The Jnint r Inited Nations Programme on HIV/AIDS (UNAIDS) has a Vaccine Advil;ul) 
CClmminee, whkh i~ chaired by Dr Bam. Bloom of the Alben Einstein CollCiC of Medicine in 
New Ynr1c. and includes representatives from several industrialized and developinl( cuunma. 
IJNATDS and it.~ Committee have as thetrmission to promote and facilitate the: ~"icnlin.:. elhi.,..d. 
legal. and practical involvement of developin~ countries in vaccine research lIIld lclilU11I· 

Mr Pre.<;ident, we pledge UNAIDS to Work with you, Secretnry Shal..J.a, Ill" Nl1liolial 
Institute5 of Health and other U.S. institutions in the forefront of this crus;ille tI!(aiml AIDS. A 
"QCcine which effectively addresses a virus which is devasmting the world. mWI b .. 1c:~lcU lIud 
pro"e" in the most affected countries in accordance with the highest stllndanls ur sciem;c aud ethics. 

Again. ME President. I should like (0 conllratulate you for your buld Slc:p rorwud. By 
directing the sc:IClltIflc community to leap beyond the tested burdm uIUiology in the 21st ""'tIU)'. 
you do much to ensure yow: own place in the histot)' of our plimel. 

Please accept. Mr President, the assurance of my higbCJ;L cUWlillcratloll. 

~w,~ 
P.lcr PiUI 

141007 
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Mi1tC Halpert. Su:uhW,n<l!171 
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AdminIstrator 0' 
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H. AICXilftder Robinson 

Ccno.~m."ul Relations 

Representative 

The Sheridan Group 

May 19,1997 

The Honorable William Jefferson Clip-ton 
President 
The White House 
Washington. DC 20510 

Dear Mr. President: 

The Cities Advocating Emergency AIDS Relief(CAEAR) Coalition commends you 
. on the announcement of a ten year federal initiative to develop a vaccine for the 
Human Immunodeficiency Virus (HIv). We salute your use of the Presidency to 
keep issues related to the worldwide AIDS pandemic at the forefront. 

The CAEAR Coalition represents the: federal policy and appropriations interests of 
the 49 U.S. epicerttersofthe AIDS epidemic that receive funding through Title I of 
the Ryan White CARE Act. We are people living with HIV and AIDS, medical 
providers, support service providers, and health planners who are on Ihe front lines 
of the U.S. AIDS epidemic. We acknowledge the importance ofa targeted initiative 
for vaccine development and recognize that a vaccine is critical to preventing new 
infections in youth and adults at risk for infection. We trust that the leadership of the 
United States in this initiative will have a ripple effect in governments and 
communities around the world--encouraging them to increase their efforts to end this 
devastating pandemic. 

As consumers and providers of CARE services for people living with HIV, we ask 
that you continue to use the Presidency as a bully pulpit to keep the issues of people 
living with HIV in the hearts and minds of the American people. CARE programs 
will continue to need significant increases in support from the federal government as 
more people live longer with HIV disease. Medical care, housing, substance use 
treatment, mental health treatment, transportation, nutrition, and of course new 
antiretroviral drug therapies continue to be critical to the quality oflife and survival 
of people living with HIV. Your ongoing support for increased funding (or CARE 
programs is paramount to our success in filling these needs. 

Thank you for your leadership and the leadership of Vice President Gore. We 
encourage you to continue to clearly articulate your commitment to ending this 
epidemic while caring for tho'se living with HIV. The CAEAR Coalition looks 
forward to working with you to realize the goal ofthis laudable initiative. 

~008 
Ii1l 002 
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MEMORANDUM 

FROM: 

THE SECRETARY OF HEALTH AND HUMAN SERVICES 
WASHINGTON, D.C. 20201 

MAY 15 1997 

FOR THE PREsrD~ 

Donna E. Shalala~ 

SUBJECT: AIDS Vaccine Development 

Recent advances in biomedical research supported by the National 
Institutes of Health (NIH) have created new opportunities and 
encouragement in our search for an effective vaccine against HIV 
infection. These advances are a direct result of our sustained 
investment in both basic scientific research and clinical 
investigation in the area of HIV/AIDS. This era of important 
scientific progress and renewed hope for the possibility of an 
AIDS vaccine provides a unique opportunity for you to consider 
ways to further this critical scientific endeavor. 

To sustain this progress and capitalize on new scientific 
opportunities, we have increased the NIH budget for AIDS vaccine 
research by 33.6 percent over the past two years to nearly $150 
million in the fiscal year 1998 proposed budget. For now, the 
funding level is sufficient to maintain the ongoing momentum. 
Further increases are anticipated in the coming fiscal years. 
Recently, NIH also established a new NIH AIDS Vaccine Research 
Committee, chaired by Nobel Laureate Dr. David Baltimore, to 
provide leadership and guidance to an intensified comprehensive 
search for an AIDS vaccine. 

A safe and effective AIDS vaccine is a global public health 
imperative. More than 29 million men, women, and children around 
the world have been infected with HIV. More than 3 million of 
these infections occurred in just the past year, with nearly 95% 
in the poorest parts of the world. without an effective vaccine, 
AIDS will soon overtake tuberculosis and malaria as the leading 
infectious cause of death in the world. Even in the U.S., where 
new and effective anti-HIV therapies are available, complacency 
is not an option. HIV is capable of mutating and becoming 
resistant to therapies, and could well become even more 
dangerous. Only a truly effective preventive anti-HIV vaccine 
can limit and eventually eliminate the threat of AIDS. 

I envision several options to demonstrate a strong Presidential 
commitment to this priority over several years that will serve to 
galvanize the worldwide scientific community, renew the 
commitment of the pharmaceutical industry to AIDS vaccine 
development, and restate the unwavering commitment of the United 
States to develop a preventive vaccine: 
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1. U.S. Proposal for a Global AIDS Vaccine Research Initiative 
at Denver summit. The united states has proposed that the 

'" 

leaders of the eight major industrialized nations, meeting at the:, 
Denver Summit in June, agree to support a worldwide AIDS vaccine , 
research initiative. This proposal has been discussed by the ' 
representatives who are organizing the Summit agenda, and 
proposed language for the final Summit communique has been 
prepared and approved by the "Sherpas." 

The proposal calls for the eight participating nations to make a \' 
political commitment to provide, in their own countries, the ;j 
investments necessary to accelerate research toward the III, 

development of an HIV/AIDS vaccine as a scientific and public \' 
health 'priority. In the Communique, the nations also will pledge'i 
to work together to enhance international scientific cooperation ~ 
and collaboration in this global initiative, and to work with the\j 
Joint United National Program on AIDS (UNAIDS) to address the !: 
legal and ethical issues related to vaccine testing. ,i 

'~~ 

" , 'I To fac1litate this scientific collaboration, our proposal also C.~i 
calls for meetings of key scientists from the nations ~ 
participating in the Summit and from other nations integral to ~' 
AIDS vaccine development. These meetings would take place in 
concert with that of the NIH AIDS Vaccin,e Research Committee, " 
chaired by Dr. David Baltimore. This joint group will discuss ~ 
research progress, identify scientific gaps and opportunities, ~ 
design collaborative programs aimed at utilizing the unique ~, 
scientific and clinical resources of each participant, and share ~ 
scientific information related to the development of AIDS vaccinell 
candidates for worldwide use. At the recommendation of the 
"Sherpas," the Director of NIH has written to his counterparts in' 
the eight nations to seek their support and collaboration in this': 
initiative. 

2. White House Briefing by Key Scientists on Progress towards a", 
Vaccine. The report of a year-long evaluation by more than 100 
eminent scientists, known as the Levine Report, called for a 
reinvigorated and restructured NIH AIDS vaccine research program. 
The NIH has taken a number of steps to make AIDS vaccine research 
a top priority, including the initiation of studies to test a new 
vaccine strategy. You could invite the key scientists to brief 
you at the White House or at NIH regarding research progress and 
prospects for the future. If current research leads to a 
promising vaccine candidate for large-scale clinical testing, 
additional resources will be necessary to support clinical trials 
in the U.S. and at international sites. 

3. Announcement of New NIH AIDS Vaccine Laboratory. We are in 
the process of establishing a dedicated intramural HIV vaccine 
research and development center on the NIH campus, a major new 
initiative capitalizing on remarkable advances in immunology not 
previously applied to vaccine development. You could announce 
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this initiative with the leadership of the NIH AIDS vaccine 
research program in attendance. In addition, you could visit one 
of several university-based vaccine labs supported by NIH 
throughout the country. 

4. Announcement of Awards for New NIH AIDS Vaccine Innovation 
Grants. NIH has recently established a new funding mechanism, 
the "Innovation Grant Program for Approaches in AIDS Vaccine 
Research." In September 1997, NIH will award grants totaling $6 
million for this new program to encourage novel research in AIDS 
vaccines. You could announce these grants with those scientists 
on hand. 

5. White House Meeting to Challenge Industry. ,Another option 
would be to convene a meeting at the White House, to follow-up a 
meeting held by the Vice President last year, bringing together 
leading government scientists and CEOs of vaccine manufacturers, 
to seek solutions to important but complex concerns that have 
deterred the sustained participation of these companies in HIV 
vaccine development, such as cost of development, potential 
market, and legal liability issues. 

6. Presidential Address. This is an opportune moment for you to 
deliver a major address on our continuing national commitment to 
ending the AIDS epidemic with the ultimate goal of developing a 
preventive vaccine. This could be the focus of one of your 
upcoming speeches or it could be done in conjunction with the 
announcement of new initiatives. A good site for such an address 
could be the National Institutes of Health campus in Bethesda, 
MD. 

I look forward to working with you on these initiatives to speed 
the pace of progress toward the development of a safe and 
effective AIDS vaccine. Although no one can predict when such a 
vaccine may be developed, your efforts would constitute a real 
legacy to the u.S. and to the world. 
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Record Type: Record 

To: Michael Waldman/WHO/EOP, James T, Edmonds/WHO/EOP 

cc: Elena Kagan/OPD/EOP, Christopher C, Jennings/OPD/EOP 
Subject: Comments on Morgan St. draft 

Excellent work -- it reads very well, and has a lot of real thoughts in iL 

My only suggestion is that the graph on the vaccine challenge is not quite right. I think you need 
to be more specific here about what we're doing -- otherwise the challenge has no credibility and 
won't get picked up. Also, the emphasis shouldn't be on "yes, it will take money" and "we're 
willing to commit the public resources necessary" because that implies we're coming up with more 
money, which we're not -- and our own scientists will go to great pains to say that it's not a 
function of more money anyway. So I would say something like: 

" ... the inner space of the human body. Today, let us commit ourselves to developing an 
AIDS vaccine within the next ten years. There are no guarantees; it will take energy, it will take 
focus; it will take great effort from our greatest minds. But we have made great strides in recent 
years. [We can get you a DNA monkey example if you want it] It is no longer a question of 
whether we can develop an AIDS vaccine -- it is a question of when. And if America commits to 
find an AIDS vaccine within the next decade, we will do it. 

"I am prepared to do all I can to make this happen. Our scientists at NIH have been at the 
forefront of this battle. Today, I am pleased to announce that. NIH will establish a new AIDS 
vaccine laboratory dedicated to this crusade. At the summit in Denver next month, I will enlist 
other nations to join us in a worldwide effort to find a vaccine to stop one of the world's greatest 
killers. And we will challenge America's pharmaceutical industry, which leads the world in 
innovative research and development, to work with us and make the successful development of an 
AIDS vaccine part of its basic mission. 

"The 21st century will be the century of biology. Together, we can make an AIDS vaccine 
its first great triumph," 

I know you don't want to load the speech down with specifics, but I think our challenge is B.S. 
without at least some evidence we're doing something to make it happen. 

Great job all around. Let me know if you need anything else. 



THE PRESIDENT INTRODUCES INITIATIVES TO FULFILL HIS COMMITMENT TO 
DEVELOP AN AIDS VACCINE 

Today President Clinton challenged the nation to commit itself to the goal of 
developing an AIDS vaccine within the next ten years. The President also 
announced a number of important initiatives to help fulfill this commitment, 
including high-level international collaboration, a dedicated research center for AIDS 
vaccine research at the National Institutes of Health (NIH), and outreach to 
scientists, pharmaceutical companies, and patient advocates to maximize the 
involvement of both the private and public sectors in the development of an AIDS 
vaccine. The President has already taken steps to enhance the possibility of 
developing an AIDS vaccine by increasing funding for NIH vaccine research and 
development over 33 percent in the last two years. The initiatives the President 
announced today, which build on an exceptional commitment to develop better 
ways to prevent, diagnose, treat, and eventually cure AIDS, include: 

• A New NIH AIDS Vaccine Center. A dedicated intramural HIV vaccine 
research and development center is being established at the National 
Institutes of Health. This vaccine center, which will be fully operational 
within the next several months, is uniting outstanding scientists in 
immunology, virology, and vaccinology to join in a highly-collaborative effort 
to develop an AIDS vaccine. Bringing together a broad array of researchers 
in an intensely-focused environment has been a successful way of developing 
vaccines in the past. 

• A Global AIDS Vaccine Research Initiative. The United States is proposing 
that the leaders of the eight major industrialized nations meeting at the 
Denver Summit in June agree to support a worldwide AIDS vaccine research 
initiative. The proposal calls for each nation to make a commitment to 
provide the necessary investments in their country to accelerate research 
toward the development of an HIV IAIDS vaccine as a scientific and public 
health priority. Joint meetings of key scientists from participating nations 
will address research progress, identity scientific gaps and opportunities, and 
design collaborative programs. 

• A Challenge to Pharmaceutical Manufacture Industry to Invest in Innovative 
Research to Develop an AIDS Vaccine. We can only be successful in 
developing an AIDS vaccine if private and public sectors make this goal a 
priority. The President is challenging the pharmaceutical industry to join the 
government in a partnership to realize this important goal. 

Background on HIV/AIDS. HIV/AIDS remains a global public health threat. More 
than 29 million men, women and children around the world have been infected with 
HIV -- more than 3 million infections occurring within the last year. Without an 
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effective vaccine, AIDS will soon overtake tuberculosis and malaria as the leading 
cause of death among persons between 25-44 years of age. Between 
650,000-900,000 Americans are estimated to be living with HIV disease, and over 
300,000 Americans have already died from AIDS. 

Clinton Administration Accomplishments on HIV/AIDS. The Clinton Administration 
has made a sustained commitment to addressing the HIV epidemic through 
investments in prevention, research and treatment. 

• Increased funding for the NIH vaccine by 33 percent. Funding for NIH 
vaccine research and development has increased over 33 percent in the last 
two years -- from $111.1 million in FY 1996 to $148 million proposed in the 
President's FY 1998 budget. 

• Funding for AIDS research, prevention and care increased by more than 50 
percent in the first four years of the Clinton Administration. Funding for 
AIDS Drug Assistance Programs (ADAP), which help low-income people 
purchase needed therapies, has tripled, while funding for the Ryan White 
CARE Act increased 158 percent. The approval of new AIDS drugs has 
greatly accelerated, with 16 new AIDS drugs and two diagnostic tests. 
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THE PRESIDENT INTRODUCES INITIATIVES TO FULFILL HIS COMMITMENT TO 
DEVELOP AN AIJ)S VACCINE 

Today President Clinton challenged the nation to commit itself to the goal of developing an AIDS vaccine 
within the next ten years. The President also announced a number of important initiatives to help fulfill this 
commitment, including high-level international collaboration, a dedicated research center for AIDS vaccine 
research at the National Institutes of Health (NIH), and outreach to scientists, pharmaceutical companies, and 
patient advocates to maximize the involvement of both the private and public sectors in the development of 
an AIDS vaccine. The President has already taken steps to enhance the possibility of developing an AIDS 
vaccine by increasing funding for NIH vaccine research and development over 33 percent in the last two 
years. The initiatives the President announced today, which build on an exceptional commitment to develop 
better ways to prevent, diagnose, treat, and eventually cure AIDS, include: 

• A New NIH AIDS Vaccine Center. A dedicated intramural HIV vaccine research and development 
center is being established at the National Institutes of Health. This vaccine center, which will be 
fully operational within the next several months, is uniting outstanding scientists in immunology, 
virology, and vaccinology to join in a highly-collaborative effort to develop an AIDS vaccine. 
Bringing together a broad array of researchers in an intensely-focused environment has been a 
successful way of developing vaccines in the past. 

• A Global AIDS Vaccine Research Initiative. The United States is proposing that the leaders of the 
eight major industrialized nations meeting at the Denver Summit in June agree to support a 
worldwide AIDS vaccine research initiative. The proposal calls for each nation to make a 
commitment to provide the necessary investments in their country to accelerate research toward the 
development of an HIVfAIDS vaccine as a scientific and public health priority. Joint meetings of key 
scientists from participating nations will address research progress, identity scientific gaps and 
opportunities, and design collaborative programs. 

• A Challenge to Pharmaceutical Manufacture Industry to Invest in Innovative Research to 
Develop an AIDS Vaccine. We can only be successful in developing an AIDS vaccine if private and 
public sectors make this goal a priority. The President is challenging the pharmaceutical industry to 
join the government in a partnership to realize this important goal. 

Background on HIVfAIDS. HIVfAIDS remains a global public health threat. More than 29 million men, 
women and children around the world have been infected with HIV -- more than 3 million infections 
occurring within the last year. Without an effective vaccine, AIDS will soon overtake tuberculosis and 
malaria as the leading cause of death among persons between 25-44 years of age. Between 650,000-900,000 
Americans are estimated to be living with HIV disease, and over 300,000 Americans have already died from 
AIDS. 

Clinton Administration Accomplishments on HIV/AIDS. The Clinton Administration has made a 
sustained commitment to addressing the HIV epidemic through investments in prevention, research and 
treatment. 

• Increased funding for the NIH vaccine by 33 percent. Funding for NIH vaccine research and 
development has increased over 33 percent in the last two years -- from $111.1 million in FY 1996 to 
$148 million proposed in the President's FY 1998 budget. 

• Funding for AIDS research, prevention and care increased by more than 50 percent in the first 
four years of the Clinton Administration. Funding for AIDS Drug Assistance Programs (ADAP); 
which help low-income people purchase needed therapies, has tripled, while funding for the Ryan 
White CARE Act increased 158 percent. The approval of new AIDS drugs has greatly accelerated, 
with 16 new AIDS drugs and two diagnostic tests. 
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AIDS VACCINE Q&AS 

Q: DOESN'T THE PRESIDENT'S CHALLENGE RING HOLLOW SINCE YOU 
ARE NOT INVESTING ANY NEW RESOURCES DEVELOPING AN AIDS 
VACCINE? 

A: The President has committed additional resources to developing an AIDS vaccine. In the 
last two years, he has increased funding for the AIDS vaccine by 33 percent and his FY 
1998 budget increases spending for AIDS vaccine research by $17 million. 

Moreover, scientists have informed the President that it is not only money that we need to 
meet the challenge of finding an AIDS vaccine, but that we also need to promote 
collaboration between experts in this area. That is why the President has announced that 
there will be a new AIDS Vaccine Center at NIH which will unite scientists in 
immunology, virology, and vaccinology to join in a highly collaborative effort to develop 
an AIDS vaccine. 

That is also why is he calling on the leaders of the eight major industrialized nations 
meeting at the Denver summit in June to support a worldwide AIDS vaccine research 
initiative. These important initiatives are what scientists believe we need to do to fully 
commit oursel ves to the goal of developing an AIDS vaccine. 

Q: IN 1985, MARGARET HECKLER PREDICTED THAT WE WOULD HAVE AN 
AIDS VACCINE IN TWO YEARS. THAT WAS OVER TEN YEARS AGO. 
MOREOVER, AT A RECENT CONFERENCE, DR. ROBERT GALLO 
INDICATED THAT WE MAY NEVER SEE AN EFFECTIVE AIDS VACCINE. 
WHY SHOULD WE BELIEVE THAT THE PRESIDENT'S PROMISE THAT WE 
CAN DEVELOP AN AIDS VACCINE IN A DECADE? 

A: We know much more about the AIDS virus today than we knew in 1985 or even in 1995. 
Recent scientific advances have taught a great deal about how the AIDS virus infiltrates 
the human and begins to destroy the human immune system. We have developed a whole 
new series of drugs that inhahit the reproduction of the AIDS virus. 

There are many credible scientists and medical researchers who are believe that it is not a 
question of whether we will ever get an AiDS vaccine but when. The scientific leaders at 
the National Institutes of Health have said that are extremely encouraged by recent 
progress in the AIDS vaccine and believe that the development of a vaccine is feasible. 
In fact, there were numerous presentations at the conference that spoke about the 
tremendous progress we have made in the AIDS vaccine development and in vaccine 
development in general. 



The President announced today that we should commit ourselves to developing an AIDS 
vaccine in the next ten years. He acknowledged that there are no guarantees. But he 
believes that we should commit our energy, our focus, and the efforts from our greatest 
minds to finding an AIDS vaccine. 

Q: HOW ARE THE INITIATIVES THE PRESIDENT ANNOUNCED TODAY 
BEING PAID FOR? ARE THEY A PART OF THE BALANCED BUDGET 
AGREEMENT? 

A: All of the costs for developing an AIDS vaccine are being paid for by NIH's existing 
budget. NIH has already increased funding for AIDS vaccine research by 33 percent in 
the last two years -- from $111 million in FY 1996 to $148 million proposed in the 
President's FY 1998 budget. The President's FY 1998 budget alone calls for a $17 
million increase. 

Q: IF WE ARE INVESTING MORE TO DEVELOP AN AID VACCINE AREN'T WE 
TAKING A WAY FROM INVESTMENTS ON TREATING PEOPLE WHO 
ALREADY SUFFER FROM THIS DISEASE? 

A: Since he took office, the President has made an extraordinary commitment to increasing 
our investments in AIDS. Funding for AIDS research, prevention and care increased by 
more than 50 percent in the first four years of the Clinton Administration. Funding for 
AIDS Drug Assistance Programs (ADAP), which help low-income people purchase 
needed therapies, has tripled, while funding for the Ryan White CARE Act increased 158 
percent. The President believes that we need to continue to increase our investments in 
all of these areas and his FY 1998 budget reflects that commitment, with additional 
investments in AIDS research, prevention and care. 

Q: THE BALANCED BUDGET AGREEMENT CALLS FOR CAPS ON 
DISCRETIONARY DOMESTIC SPENDING. WON'T ADDITIONAL FUNDING 
FOR AN AIDS VACCINE MEAN LESS FOR OTHER IMPORTANT 
PRIORITIES? WHY NOT EXPEND THIS KIND OF ENERGY AND 
RESOURCES ON A CURE FOR BREAST CANCER OR HEART DISEASE OR 
DIABETES? 

A: This Administration has made a strong improving biomedical research an extremely 
important priority. We have increased investments in biomedical research at the National 
Institutes of Health by an impressive 16 percent since the President took office. 

These additional investments has been used to increase investments in biomedical 
research in a number of important areas. For example, funding for breast cancer research 
has increased by 76 percent since the President took office. 

Developing an AIDS vaccine is one important priority in our investments in biomedical 
research. Without an effective vaccine, AIDS will soon take over as the leading cause of 



death for persons between the ages of25 and 44. Between 650,00 and 900,000 Americans 
are estimated to be living with HIV and over 300,000 have died of AIDS. 

While we have made enormous strides in the last year in treating AIDS, these treatments 
. are not always effective and are often prohibitively expensive both for Americans and 
throughout the world. Also scientists at NIH believe that it is only a matter of time before 
we develop an AIDS vaccine. Increasing our commitment to developing a vaccine could 
make an enormous difference and save millions of lives both in this country and 
throughout the world. 
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To: Victoria RaddlWHO/EOP 
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cc: Christopher C. Jennings/OPD/EOP, Sylvia M. Mathews/WHD/EOP, Elena Kagan/OPD/EOP, John 
PodestalWHO/EOP 

Subject: AIDS Vaccine & Diabetes Update 

As you may recall, we have been going back and forth with HHS and NIH in an effort to accelerate 
research on an AIDS vaccine and a cure for diabetes. We are finally making some progress, 
although still slower than we would like. Erskine had expressed a particular interest in the diabetes 
issue, so here's where we stand. 

On both issues, we have repeatedly told HHS and NIH that the White House was ready to seek 
significant additional funding for NIH research targeted toward finding an AIDS vaccine and/or a 
cure for diabetes. In both cases, NIH raised strong objections both to our seeking additional 
funding (they say they have enough) and to any attempt to earmark that funding toward a specific 
purpose. They don't like the idea of politicians telling scientists how to spend their money, and 
they insist that scientific breakthroughs aren't a function of how much money they spend. HHS is 
loathe to make NIH do anything that NIH doesn't want to do. 

Happily, after much prodding, NIH and HHS have finally come up with a list of actions we CAN 
take to advance the search for an AIDS vaccine. Shalala will be sending a memo to us later this 
week. The proposed actions include announcement of a new NIH AIDS vaccine laboratory, a new 
set of AIDS vaccine research and innovation grants ($6 million), and an international commitment 
to AIDS vaccine research as part of the Denver Summit Communique (which Varmus has 
apparently been working on with his counterparts in the other 8 nations). We think we're also in a 
position now for the President to call for an AIDS vaccine by a date certain (within the next 8-10 
years) without the entire scientific community attacking the idea. Together, these steps would 
make an excellent package for the President to unveil in his Morgan State commencement address 
on science May 18th. 

Diabetes is taking longer, but the long-term prognosis is good. NIH has scheduled a major diabetes 
research conference for this fall, which is the mechanism Varmus uses when he needs an excuse to 
spend more than he's been spending on something. Around the same time, the Labor/HHS 
appropriations bill will be enacted, presumably with a major increase in overall NIH funding that will 
enable him to devote more resources to diabetes research. CDC is also seeking increases for 
diabetes prevention. So we should be in good shape in September to make a major push on 
diabetes, pegged to the NIH conference. 

It will be difficult to do more in the short run, for 3 reasons: 1) Varmus will object; 2) we would 
have to file an amended budget request that spells out what we would give up in order to pay for 
the diabetes increase; and 3) the Republicans will still give NIH far more than we can promise. 
These obstacles are not impossible to overcome, but they would be difficult to pull off in time for 
Morgan State -- and it's perhaps the wrong time to propose new discretionary initiatives when 
we're in the midst of debating a tight budget resolution. 



At some point, to ensure that this all turns out right, it might be a good idea to bring Varmus in to 
get to know Erskine. Kevin Thurm says that while Varmus is as prickly as they come, a little face 
time with the powers that be here might soften him up over time. 

Let me know if you would like us to set that up sometime. 
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MEMORANDliM FOR. THE PRESIDENT 

FROM: DoMa E. Shalala 

st1B.JECT; AIDS Va=ine Development 

:: 

Rc.cenr advances in biomedical research supportl:d by the National Institutes of Hc:alth (NIH) 
have created new opponunlties and enCouracement in our search for an effecti\fe vaccine 
a:ainsl HlV infeetian. These advances are a direclresult of our 5uswned inv=tment in both 
basic: scientific: r~h and elinbl invesdgatlon in the area of HIV/AtDS. This era of 
important 5eientifie progress and renew~ hope for the possibility of an AIDS vaccine 
provides an unique opportunity for you ID consider ways co further this ciitlcaJ scientific 
endQVOT. 

TCiI sustain this progress and capitalize an tu:VI sc:icndfic oppol'Nnilies, lIIe have il\~ the 
NIH budget for A1I:lS vaccine Te.searc:h by 33.6 peroent over the put twa years ID n=arly 
S150 million in Ihe fiseaJ )'QT 1998 propO&cCl budget. Recently. NIH also established & new 
NIH AIDS Vaccine Rescarc:h Committee, chaiR!4 by Nobel l.aurea~ Dr. David Baltimore of 
MIT, to provide leadership and guidanc:e ID Ill! Int&llsi1JeJ:I c:omprehensive search for an AlDS 
vao::ine. 

A safe and effective AIDS v=ille is a global public health impcralive. More than 29 
million men, women, and childr:n around the world have been info::~ with HIV. More 
man 3 million of these infections occurred in just ~e past year, wjth nearly.9S9; in the 
poorest parts of the world. Without an eff=livc VaccillC, AIDS will soon O\fertake 

. tuberculosis and malaria as Ihe leading infectious c;ause of death in the world. Even in the 
U.S., where new and effectivc anti-H1V therapies ate available; complacency is not an 
option. lUV is capable of mutating and becoming resistanr ID !hcrapies, and could well 
bec:ome even more dangerous. Only a truly effective preventive anti-HIV v~ine can limit 
and eventually eliminate the threat of AIDS. 

I envision sevcr.al options for a strong Presidential statement on this priority that will serve ID 

galvanize the world ..... ide scientific: community, rencw the commitment of the phar'maceutlcal 
industry to AIDS vaccine development, and restate the IInwavering commItment of the Unite.d 
SlOItes ID develop a preyentive vaccine: 

1. Pte$idential Address. This ill an opportune moment for you 10 deliver a major address 
on our continuing national commitment to endint the AIDS epidemic with thc ultimate go:ll 
of developi ng a prc\fentive vaccine. This could be the facus of one of your upcoming 
commencement addresses or It CO\.Jd be done In c:onjuncdan wilh the announcement of nell( 
initiativc.s. A good site for such an Ilddress c:ould be the Nation31 Institutes of Health campus 
in Bethesda. MD. 
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2. White Bouse Medill£ to Challenge Industry. Another option lllouid be to CDnvcne a 
meeting at the White House. 10 folJow-ul'a meeting held by the Vjce Praident last year, 
bringing tog eUler leading Covemment sciCtltists and CBOs of vaccine /I13lIuf'acturcrs. to 5eek 
sol uQOI'IS to c;:oncems that have deterred the suslllined participation of thC5C companies in HIV 
vaccine development. sud! a$ cast of development, potential market, and legal liability 
iSS\ICi. 

3. AnDDum:ement oC New NIH AIDS Vaccine lAboratory_ We are ~ 10 establish a 
dedicated intramUral HIV YlCcine research IIIId development center on the NIH c;unpus, a 
major new initiativo capical~ing on remarkable advances in immunology not pl'OYiously 
applied to \IlI.C.Cine development. You colild announce this initiative: with die leadership of 
the: NIH AIDS vaccine research proeram in atrendance. In addition, you could visit one of 
several university-based vaccine labs supported by NIH throughout the countZ)'. including the 
university of Alabama. University of Washington. and Vanderbilt. 

4. Announcement of Awards ror New NIH AIDS Vaceine IlUIovatiao Grants. NIH has 
r~ently established a new funding mechanism to encounlge novel research In AIDS v~nes. 
This n'cIII "Innovation Grant Program for Appro~hes In AIDS Vaccine RcseardI- 111m award 
grants totaling $6 million later tliis 'lear. You ClIuld announce these grants with those 
scientistS on hand. 

5. U.S. Proposal Cor an International AIDS Vaccine Research Initiative at Denyer 
Summit. At the Denver Summit in June, the U.S. will propose that the Eight nations make 
the political commitment to provide. in their own countries. the investments n=essary to 
accelerate reJIearch toward the development of an AIDS vaccine: as a scientific and public 
health priority. We will also propose that the U.S. NIH AIDS Vaccine Re5earch Committee, 
chaired by Nobel Laureate Dr. David Baltimore. SCI'IC as thcl convoner of vaa:iJte 
rcsearehcn from around the world to discuss progressJn research. identify scientific gaps 
and opportunities. design ClIllaborativc programs, and share SQentific information. The 
DiTe4:tor of NIH is aln:a.dy contacting his counterparts in the eight nations to scck their 
ClInsultation regarding this initiative. This will bewme part of the Communique of the 
Summit. and you could highlight this initiativo as part of the Summit agreements. 

6. White HOllse Briefing by Key ScIentists on Ptogrus towards a Vaceine. Thc report 
of a year-long cvaluation by more than 100 eminent &ci~nosts, known as the Levine Report. 
called for a reinvigorated and re.structur:d NIH AIDS vaccine research program. The NIH 
has taken a number of ~tep5 tu makc AIDS vat:cine research a top priority, including the 
initiation of studies to !e.~t a new vaccine &trategy. You could invite the key scientists !CI 

brief you at the White House OT at NUi rcgardin~ research progress and prospects faT the 
future. If current Tcsc:ut:h leads to a promiSing vaccine candidate for largc-sc:ale clinical 
teSting. additional rc.sources 1IIi11 be necessary to support clinical uials in the U.S, and at 
international sites. 

In addition to these opportunities for lea.der6hip in the area of AIDS vaccinc research. this is 
also an opportune moment to demonstro.te Ollr further commilment in tile area of AIDS 
thempies, The H...!:!§,. with the adv;ct: of non-i:0vemmcnt clinical scientist! and community 
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DRAFT 
a document rovi4in n es uidelines and 

rcc:ommendations or c: iniclans and their nenu regarding the most effective use of new 
antl.H!V1hcra jell, including proteaso inhibilon. IS I. in final ~view and could be 
ready for release for public: comment shortly_ Your partio:ipation would highlight not on y 
the importance of these guidelines, but your Administration's commlthlcnt to research and 
treatment. The release of these guidelines wiU tequi~ additional actions 10 auu.rc access to 
these eriticaJ r:eatlrient re imcns b those in n Vicz PrClid t y 
ann n. A 15 devcl.o in a demo 0 to the conce t of rovi ing 
M leal coverage at an earlier I e of H inf=tion. In co!\iunction with this coverage, 
you cou so announce a request to CongrC5s for additional PY 1998 funds for the AIDS 
Drug Assistance Programs (ADAP), whieh helps uninsured and undr::rinsurcd low-income 
individual. purchase AIDS drugs. 

TOTRL P.05 



• Cloning: On May 2, the National Bioethics Advisory Commission will meet to review 
commissioned papers on selected topics related to the. prospect of human cloning and to 
continue development of its report to you. The Commission is on a schedule to produce 
its report by early June. 

• Immunization Program: On May 6, the Senate Labor and Human Resources 
Subcommittee on Public Health and Safety will hold a hearing on the reauthorization of 
the immunization program. Walter Orenstein, Director, National Immunization Program, 
CDC, will testify. 

• Medicare Fraud: On May 6, the House Ways and Means Subcommittee on Health will 
hold a hearing on the President's proposals to eliminate Medicare fraud and abuse. Bruce 
Vladeck, Administrator, HCFA, and Michael Mangano, Principal Deputy Inspector 
General, HHS, will testify. 

• Informed Consent Procedures: On May 8, the House Government Reform and 
Oversight Subcommittee on Human Resources and Intergovernmental Relations will hold 
a hearing on the processes for securing informed consent in ·clinical trials. . . 

• Medicare for Veterans: On May 8, the House Veterans' Affairs Subcommittee on 
Health will hold a hearing on the Veterans Medicare Reimbursement Demonstration Act 
which would establish a demonstration project to provide Medicare reimbursement for 
health care services offered to certain Medicare-eligible veterans in V A selected facilities. 
Kathy Buto, Associate Administrator for Policy, HCF A, will testify. 

• AIDS Vaccine Research: The May issue of Nature Medicine includes a report from a 
team of researchers, supported by the National Institute of Allergy and Infectious 
Diseases (NIAlD), on a new DNA-based vaccine which protected two chimpanzees 
against HIV-I, the virus that causes AIDS. Unlike standard vaccines, which are 
formulated from dead or weakened viruses, the new vaccine directly incorporates 
attenuated HIV -I genes rather than proteins produced by viral genes. The researchers 
suggest that further studies of the method are warranted. NIAID has not issued a formal 
response to the report. Researchers suggest that this reduced diversity and the resulting 
reduced ability of the immune system to recognize certain antigens may be key to the 
development of immunodeficiency in patients with HIV. These findings support early 
treatment of the disease, before elements of the immune system are significantly depleted. 

". ". 

Cabinet Weekly Report. April 25 - May 2. page 15 
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V Genetic Vaccirie Keeps ChimpS 
Protected ,Against AIDS vrrusr 
Researchers C6nductingSajetjTeSting tnHuman$: 

By Rick Weiss. 
. WIIbiarrroaPaltSbdfWfiter 

the imniWle system's two armies for fending 
off microbial invaders-antibodies and killer 
TceDs-reliably win the battIe against HIV. 

An experimentiJ vaccine containing genet- ,Vaccines ~ to boost the strength of ,q#e 
ic material from theAII?S viruS !'Ppr0tect- 'or both of thOse iminune s~em arJJUes.lmt 
ed two chimpanzees agamst the deadly VIllI?; no one knows Which is more important ;.~. 
suggesting the novel technique might some- The first AIDS vaccines were made frvm 
day be used to make an effective AIDS vac- ,purified HIV proteins, ,~ DiosiJy stiiqu
cine for people. ' lated antibody production when injected i!1U> 

Two months after they were vaccinated,' people. The National Institutes of Health has 
both of the chimpanzees fought off, intrave- deemed the apprciach not sufficiently promm-' 
nous doses of the AIDS viruS ,that normally 'ing at this time to warrant goverrunent £wid
would have been sufficient to infect 250 of, ing for Jarge-scale human testing. ,<', 

the' animals. The chimps remain healthy A second 'kind of vaccine containslive.i)!lt 
more than a year l:!ter, with tests indicating:' weakeried' strains of HIV, which stimwa~ 
they are completely free of the virus, said ' both arms of the iinmune system iri ~ 
David B. Weiner, the Universityof Pennsyl- "But some researchers worry that such a)lf 

, vania molecular immunologist who led the "rus could spontaneously -regain 'itS disea~ 
study. causing potential and cause AIDS in some re. 

The finding gives a boost to the relatively, cipients, so testing in people has not-begun,. 
new technique-known as genetic or "naked The newly tested vaccine cOntains f~ 
DNA· vaccination-and to the company that HIV gen~snippets of DNA containing aie 
made the vaccine, Apollon Inc. of Malvern,' genetic code that tells a cell how to miiKe 
Pa. The comPany is already conducting safe- four HIV proteins. When muscle cells aroiUId 
ty tests of the vaccine in a small number of the injection site absorb the genes and s~ 
healthy, uninfected men. making the proteins, the immune system -i~ 

"Chimps have very simiJar inunune sys' ds bod- f ........ -;;.. 
terns to people," Weiner said. "It would be, a spon y pr ucng swarms 0 anti.........., 

and killer T cells that are primed to a~ 
wonderful thing if this led to a ,usable vac-' HIV should it ever appear.~:, 

Cin~~chers warned, however, that many That's what happened in the two~, 
other AIDS'vaccines have looked similarly which received a total of eight shots overt))\'! 

, course of a year before getting infused W1'ij! 
promising at the same early, stage of devel- 'overwhelming doses oJ HIV. Within two', 
opment, only to fail in humans: Some scienc -" 
lists also criticized the studyfo'r its use o(a months after. that challenge, the aninials 

IV fought off' their infections. Sensitive blood 
"wimpy" strain of H to challenge the ani- tests and lymph node biopsies have coif-
mals after vaccination. The strain, known as 
SF2, has a reputation for being relatively firmed the absenCe of virus in the year smi:e 
easy to fight off. ' then, according to a report in the May issUe 

"It's incremental progress," said Alan of Nature Medicine, released yesterday. ,:",' 
, Schultz, chief of preclinical AIDS vaccine de- By contrast, an unvaccinated contiel 

velopment at the National Institute of Aller- chimp'remains infected with the virus: 
gy and Infectious Diseases_ "It's not clear (Chimpanzees can get infected with HIV but 
what the significance is, and it's not the rarely get AIDS.) ...; 
home run we're all hoping for." Harold McClure, who studies AIDS vac-

Drug therapies are proving increasingly cines at the Yerkes Regional Primate Rf'; 
effective against AIDS, but many pl1blic search, Center in Atlanta, called the results> 
health officials believe that a protective vac- "exCiting and-very promising." Bilt he said it: 
cine remains the best hope for conquering remained to be seen' whether the vaccine: 
AIDS, which has killed more than 6.4 million could prevent infection through mucous! 
people worldwide in the past decade-more membranes, as occurs when AIDS is trans-\ 
than a quarter of those in the last year alone. mitted sexually, the major route of infection! 

Genetic -vaccination is one of several ap- among people. ' : 
proaches under investigation in what has re- ' Marc Girard, chief of molecular virology: 
mained a mostly disappointing effort to de- at the Pasteur Institute near Paris, was: 
velop an AIDS vaccine. Success has been among several who criticized use of the SF2: 
hampered by HIV's great variability, which strain to test AIDS vaccines. "The challenge; 
makes it a moving target for vaccine deve1- they used is not a strong challenge." he said.; 
opers, and by the lack of a good animal mod- "It's a wimpy virus and this vaccine may noti 
el for testing candidate vaccines. be strong enough for a more virulent virus." : 
, Equally frustrating, scientists still don't Weinet said Apollon plans to add other' 

know what, precisely, an AIDS vaccine ought HIV genes to the vaccine to make 'it stron-: 
to do in the body,to be effective. Neither of ger. ' 
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Verdict Deepens Divisions Over Wo~enin Unifonn 
While Some Hail Army~ Prosecution, Critics Say Crime of Rape Has-Been~RedlJfined . 

By Dana Priest 
WashiftIton Post Staff Writer 

The guilty verdict at Aberdeen yesterday was 
an overwhelming victory for the MmY's effort to 

~ 
pWush men in authority who abuse 

A:~IS WOmen in their charge. But it has al-
. so widened the divide between those 

who believe the Army hasn't done enough to ac
commodate women and those who believe it has 
done far too much: 

For women's groups and others who have criti
cized the military for too. often ignoring sex 
crimes, the verdicts were a hopeful sign of a turn
around. The military jury of five men and one 
woman yesterday found· Staff Sgt. Delmar G. 
Simpson guilty of 18 of the 19 counts of rape 
against him involving six female trainees. Simpson . 
did not physicaJly brutalize the women. and some.·· 

. did not resist.his advances. But as the women's' 
drill sergeant he had near-total power over their 
every move. 

"This I:>asicaJly sends a strong message that 
these cases are about .authority, not sex," said 
Nancy Duff Campbell, co-chair of the National 
Women's Law Center. "These were not romantic 
relationships or where people were in it for fun. It 
was someone saying, 'Show up, do what you're 
told.' " 

For groups opposed to the accelerated integra
tion of women in the military in the last five years, 
the verdict was proof that the Army has become 
subservient to wrong·headed congressional mas· 
ters. 

"You've sacrificed another [non-commissioned] 
officer at' the feminist altar of political correct
ness," lII'gued Henry Hamilton, a former military 
judge. He said he believes that what was de
scribed in court was consensual sex between 
Simpson' and .the trainees. and redefined as rape 
by the judge and the Army leadership that publicly 
vowed to prosecute the cases aggressively. 

"it's just iike beiore and after Watergate when 
the rules shifted," he said. "Now it's before and af-· 
ter Aberdeen, it's a redefinition of rape." 

There is no dispute that Simpson had inter
course with the six women. He admitted to having 

'had consensual sexual relations with them-bY'it
self a crime in the military because of the differ
ence in rank. 

But the Army accused Simpson of the much 
more serious crime of rape. His actions did not in
volve the kind of violence arid resistance typically 
associated with rape. Instead, they fell into a mili· 
tary definition called "constructive force" rape. 

Under the military code of justice-and the 
judge's instruction to the jury-rape .:an OCCll!' if 
the woman believes in her mind that she might be . 

- " __ - ___ ., .. "-;: __ '." "0 

are very loyal to their drill· sergeant: Theji want to 
please their drill sergeant:" 

Eugene ~ Fidell, president of th'enonprcifit Na
tional Institute of Military Justice, said the verdict 
is a "tribute' to the recognition that. the training 
environment is really different than what we're 
accustomed to in' the civilian wodd." 

It was clear from the reaction to yesterday's 
verdict that coUrt:rulings will not',settle the dis
pute that has grown around the Aberdeen cases. 

Elaine Doanelly, president of the· Center for 
Military Preparedness and a one-woman cam
paign against sexintegrar;pnm the military, said 
the verdict coUld set a dangerous precedent if the 
jurors believed they had to find Simpson guilty of 

. rape just because the. women'were oflower rank. 
"If would cheapen the definition Of~," she said, 

. and ca~;military men t~:wond~Wb.ether .they 
should even have normal friendshiPs With women. 

"This basically sends a 
strong message that these 
cases are about authority,_ 
not sex. These ivere not 
romantic relationships or 
where people· were in it for 
fun. It was someone saying, 
'Show up, do what you're 
told. '" 

. But Rep. Carolyn B. Maloney (D-N.Y.), who has 
.. introduced legislation tor~ew ~ OiiJitary court 

system, said she waS p1e35edWith·ithe verdict 
while still skeptical of the system. ~At least it's 
one case thatthe Army followed through on," she 
said, referring to four other cases that were dealt 
without of court. "But they'll always be second
guessed on it. Some people are saying ·he·s a 
scapegoat; others are saying this has happened 
because of the media attention." 

- Nancy Duff Campbell. co-chair, 
National Women's Law Center 

seriously hurt or killed if she resists. She need not 
resist or fight back, and in some of the cases 
against Simpson the women did not tell him to 
stop. 

A crucial factor in determining whether the 
women would have been too afraid to resist is the 
disparity iri their ranks and the unique power that 
drill sergeants have over trainees. The prosecu· 
,tion's first witness, Warrant Officer Paul Wiatr, a 
iormer drill" sergeant of the year at Aberdeen, < 

was meant to drive home that point to the jury. 
"If a drill sergeant wearing a drill sergeant hat . 

approaches a young soldier, it intimidates the sol
dier, It instills fear in them." he testified. "Soldiers 

The NAACP. which has expressed concern that 
black drill sergeants have been targeted for pros
ecution, yesterday renewed its calls for an inde
pendent post-trial investigation. "We are with
holding comment regarding the recent. verdict 
until we receive more detailed facts about the 
verdict," NAACP president Kweisi 'Mfume said in 
a statement. "If necessary, the NAACP will pro
ceed with its own investigation and hearing." 
. Rep.' Earl F. Hilliard (D-AIa.),flfst vice chair

man of the Congressional BlaCk CauCus, said yes-
terday that he distrusted the Army's ease agalnst 
Simpson and other blilck drill sergeantf:. 10e eas
es were tainted in the beginning," he Said, alleging 
with the defense that the women were pressured 
to embellish their accusations. 

"It's not over," Hilliard said. 
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